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MOSES Study
Affix ID label here

Locator Information

Date Last Updated: / /

Name: First Last
Street 1:
Street 2:
City:
State: ZIP: -

Home: ( ) -
Work: ( ) -
Cell: ( ) -

Email:

Preferred method of contact:

Best time to contact you:

Emergency Contact Info:

Name: First Last
Street 1:

Street 2:

City:
State: ZIP: -
Phone: ( ) -

Relationship:

Physician:

Physician Phone: ( ) -

Do you have medical insurance? Yes No

Page 1 of 1
Locator Information
Version A — 03/30/2011
This form will not be entered into the database





MOSES Study
Initial Phone Screen Questionnaire UR (PAGE 1 ONLY)

Al. Subject Initials: ____
A3. Date of phone screen: - -

A4. Initial of person screening

Phone script:

“I would like to describe a research study that Dr. Mark Frampton from the University of
Rochester is conducting.
Would you like to hear more about this study?

The purpose of this research study is to see if exposure to 0zone, a common air pollutant,
increases the risk of developing cardiovascular disease. We estimate that about 30 subjects at
the University of Rochester will complete this study.

If you decide to be in this study, we will ask you to come to the Clinical Research Center at the
University of Rochester for a screening visit to see if you are eligible to be in the study. If you
are eligible, you will have a training visit to test your ability to ride an exercise bike. Each of
these visits will last about three hours. If you qualify, we will ask you to come back to the
Clinical Research Center for three separate exposure visits. Each exposure visit is spread over
a three day period, and there will be at least two weeks between each exposure visit.

If you are interested in this study, | would like to ask you some general screening questions.
Are you willing to participate in this 15-20 minute phone interview to determine if you are eligible
to schedule a screening visit?”

If subject does not have time “If not now, would you be available to participate in the phone
screen at a more convenient time?” Phone#(__ ) -

Instructions to screener: If a subject answers a question such that it excludes him or her from
participation (bold answer in gray cell), stop the screening session and proceed to the Subject
does not qualify - Thank You text at the end of this questionnaire.

Page 1 of 1
Initial Phone Screen Questionnaire UR (PAGE 1 ONLY)
Version 04APR2012
This form will not be entered into the database





MOSES Study
Initial Phone Screen Questionnaire UCSF and UNC (PAGE 1 ONLY)

Al. Subject Initials:
A3. Date of phone screen: [ /

A4. Initial of person screening

Phone script:

“The purpose of this research study is to see if we can find subtle changes in heart
function or lung function in healthy older people after an exposure to ozone, which is a
component of air pollution. Each study volunteer will undergo three exposures, one will be
to filtered clean air, one will be to 70ppb (parts per billion) of ozone, and the other will be to
120ppb of ozone. These are levels of ozone which you could possibly be exposed to in
real life. There will be a screening visit, and if admitted to the study a training day visit,
each lasting about 3 hours. During these visits, we will make some health measurements
for the study, and if you qualify, we will ask you to come back for the exposure sessions.
We will ask you to abstain from some over the counter medications for one week before
each exposure session and to wear a small personal ozone sampler for 3 days before
each exposure session.

An exposure session will begin with you coming to the research unit on the day before the
exposure. You will be provided with a low fat diet. You will spend the night in the hotel
/hospital research unit (at no cost to you). You will be required to abstain from caffeinated
and alcoholic beverages during your exposure visits.

On the day of exposure you will come back to the research lab and after breakfast at the
research unit we will begin the study procedures. You will be in the exposure chamber for
about 3 hours, and you will be intermittently resting and walking briskly on a
treadmill/bicycle for 15 min. Then you will spend the rest of the day with us performing
post-exposure tests. We expect to complete all the study procedures and discharge you
to home about 4:00-4:30 that afternoon. You will be with us for about 3 hours on the last
day of the session starting at 8:00 am.

We will ask you to wait at least 2 weeks between each exposure session. Each exposure
session is identical in how much time and effort you will spend.

If you are interested in this study, | would like to ask you some general screening

guestions. If you qualify to come in for the screening based on this phone call and if you
are willing to participate in the exposures we will schedule you for a screening visit. At that
time you will be given more details of the study and sign a consent form. Are you willing to
participate in this 15-20 min phone screen to determine if you are eligible for the study?”

If subject does not have time “If not now, would you be available to participate in the
phone screen at a more convenient time?” Phone#(_ ) -

Page 1 of 1
Initial Phone Screen Questionnaire UCSF and UNC (PAGE 1 ONLY)
Version 24APR2012
This form will not be entered into the database





MOSES Study
Initial Phone Screen Questionnaire

Al. Subject Initials: ____
A3. Date of phone screen: - -

A4. Initial of person screening

DIRECTION TO SITE

INSERT THE PROPER FIRST PAGE HERE

Initial Phone Screen Questionnaire
Version 10DEC2012
This form will not be entered into the database
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MOSES Study
Initial Phone Screen Questionnaire

General criteria/conditions

Shaded areas in Y/N boxes indicate exclusion criteria — If an exclusion criteria is identified, read

‘Subject does not qualify’ text on last page.

B1. Gender Male | Female
B2. Are you at least 55 and no more than 70 years of age? Yes No
B3.a If female — Are you currently pregnant? Yes No
B3.b If female — Are you currently nursing? Yes No
B4. Do you speak English? Yes No
B5. What is your estimated height: in weight: Ibs
Screener: Use the tables provided to find/estimate BMI
B5a. Screener: Is BMI between 16 and 377 Yes No
B6. Do you have any orthopedic limitations, physical or health conditions that would Yes No
prevent you from repeatedly walking for 15 min on a treadmill, or riding a bike without rest
or shortness of breath?
B7. Have you smoked anything (tobacco, marijuana, hookah, recreational substances) in | yes No
the past 5 years?
B8. Have you ever smoked anything (tobacco, marijuana, hookah, recreational
substances)? (If Subject answers NO, go to B9) Yes No
B8a. If YES:
If tobacco, # packs/day for # years = pack years (< 10 p.y.)
If marijuana, # joints/day for # years = joint years (<1 joint-year)
Screener: Add the number of tobacco pack years and marijuana joint years: Yes NG
Is this number less than 10?
B9. Are you living with a smoker who regularly smokes (any substance) inside the house? | yes No
B10. Do you drink alcohol? (If subject answers no, go to B10b) Yes No
B10a. If YES: Do you drink more than 3 drinks (beer, wine or liquor) per day? Yes No
B10b. Can you abstain from drinking alcohol for 3 days? Yes No
B11. I am going to list some practices. Please listen to all of them. When I'm finished tell
me if you have done any of them in the past 6 months or are currently doing them. | don’t
need to know exactly which ones:
crack cocaine
inhaled or used intravenously (i.v.), other illicit drugs
Do you do or have you done any of the above mentioned activities in the past 6 months? | Yes No
Page 2 of 5

Initial Phone Screen Questionnaire
Version 10DEC2012
This form will not be entered into the database






MOSES Study
Initial Phone Screen Questionnaire

B12. | am going to list a few medication types. Please listen to all of them and when I'm
finished tell me if you are currently using any of them. | don’t need to know exactly which
ones:

Prednisone Systemic Estrogen | Urology agents
therapy
Cholesterol medication (statins) Tamoxifen Chronic pain drugs
Beta-blockers Arthritis drugs Heart drugs
Anticoagulants (Blood thinners) Neurological agents
(see Medication List
for specific agents)

B12a. Are you using any of the above mentioned medications? Yes No
B13. Are you taking any prescription medication which | have not mentioned? Yes No
Medication Dose Frequency For how long

(Use back of page for additional medications)

B14. Have you taken any over the counter medications — For instance, things like Anti Yes No
Inflammatories, Aspirin, antihistamines, nasal sprays, decongestants, vitamins or
supplements, fish oil, arginine, herbal remedies over the past month?

If YES: (Fill in table, put additional ones on back of this page)

Medication Dose Frequency For how long
B14a. Can you abstain from taking this (these) medication(s) 1 week at a time for three Yes No
times if admitted to the study?
B15. Are you exposed frequently to noxious fumes, excessive dust, chemical vapors, or Yes No

high air pollution at work? At home? When engaged in a hobby?

Page 3 of 5
Initial Phone Screen Questionnaire
Version 10DEC2012
This form will not be entered into the database






MOSES Study
Initial Phone Screen Questionnaire

Do you have or have you been diagnosed with any of the following medical conditions?

C1. Asthma Yes | No
C2. Allergies, allergic rhinitis that you regularly take prescription(s) (e.g., antihistamines, Yes No
systemic steroids) to treat it?

C3. Chronic Bronchitis Yes | No
C4. Chronic cough Yes | No
C5. Emphysema Yes | No
C6. Chronic obstructive lung disease Yes | No
C7. Breathing problems for which you were hospitalized Yes | No
C8. Bleeding blood disorder, anemia Yes | No
C9. Gastro-intestinal problems (ulcers, bleeding from the intestines / stomach) Yes | No
C10. Diabetes Yes | No
C11. Thyroid disease Yes | No
C12. Glaucoma treated with medication or other vision problems Yes | No
C13. History of cardiovascular disease (e.g., exertional chest pain, chest pain typical of Yes | No
angina)

C14. Heart attack, coronary bypass surgery, cardiac stent(s) Yes | No
C15. Heart rhythm problems (ventricular tachycardia, irregular heart beat) Yes | No
C16. Pacemaker, internal cardiac defibrillator Yes | No
C17. High blood pressure Yes | No

C17a. If YES, what anti hypertension medication(s) are you taking?

Screener: check the list of hypertension drugs not allowed Yes | No

Is the subject taking any medications on the list of medications not allowed?
C18. Stroke, mini stroke (TIA) Yes | No
C19. Neurological disorders Yes | No
C20. Mental illness Yes | No
C21. Chronic kidney disease, kidney dialysis Yes | No
C22. Liver disease Yes | No
C23. Skin sensitivity, disease Yes | No
C24. Cancer Yes | No
C25. | don’t need to know exactly which one, but have you ever tested positive for a Yes | No

disease that could affect your immune system (such as HIV, lymphoma, or leukemia?)

Page 4 of 5
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MOSES Study
Initial Phone Screen Questionnaire

C26. Are you currently: Yes | No
employed part time full time not currently working
If employed Full Time — Probe for availability
C27. Are you available for 3 sessions of 3 consecutive days each separated by at least 2 Yes | No
weeks?
C28. Are you currently participating in another research study? Yes | No
If yes — What type of study (Probe for impact)

Subject does not qualify:
If subject does not qualify for the study read the following text, then record this disposition on
the Ineligible Count tracking Form and then shred this document.

Thank you for taking time to answer these questions. You have been very helpful. However the
study design is based on specific criteria and based on the answers you have provided, you are
not eligible to participate. Thank you.

Subject is not disqualified, but clarification needed:

Read the following text — Thank you for taking time to answer these questions. Before
determining your eligibility to come in for the screening visit, | will need to consult with the
investigator on this study. Is there a good day and time to call you back?

Call back Date - - Time

Subject qualifies for In-Person Screen:

Read the following text — Thank you for taking time to answer these questions. Based on your
responses, you are eligible to come to the Clinical Research Center and participate in the
screening visit. This visit will last approximately three hours.

May | book an appointment for you to come in?

Schedule screening visit
Appointment Date - - Time

Data Collector signature

Page 5 of 5
Initial Phone Screen Questionnaire
Version 10DEC2012
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MOSES Study

Medication Lists for Phone Screen

The following is a list of prescription medications that may be mentioned by subjects during the phone
screen when asked at question B13. The use of any of these medications would exclude the

subject.
Acebutolol Fexofenadine Paroxetine
Advicor Fluvastatin Penbutolol
Albuterol Fragmin Pindolol
Altocor Heparin Pravachol
Amitriptyline Inderal Pravastatin
Amlodipine Kerlone Prednisone
Atenolol Labetalol Propanolol
Lanseprazele (proton pump
Atorvastatin inhibitor) Propoxyphene
Atromid-S Lescol Questran
Betaxolol Levatol Quinapril
Bisoprolol Levothyroxine Refeeoxib (not on the market)
Blocadren Lipitor Rosuvastatin
Caduet Lisinopril Sectral
Carvedilol Locholest Sertraline
Celecoxib Lopressor Simvastatin
Cephalexin (antibiotic) Lovastatin Slo-Niacin
Cholestyramine Lovenox Tenormin
Citalopram Metformin Timolol
Clofibrate Metoprolol Toprol-XL
Coreg Mevacor Trandate
Corgard Nadolol Tricor
Coumadin Niacin Visken
Crestor Niacor Vytorin
Esemeprazele (proton pump
inhibitor) Niaspan ER Warfarin
Estrogens Conj Nicobid Tempules Zebeta
Estrogens Ester Nicolar Zocor
Ezetimibe Norelgestromin
Fenofibrate Normodyne

Medications Lists for Phone Screen
Version B— 11JUN2013

Page 10of 2
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MOSES Study
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MOSES Study

Inclusion Exclusion Checklist
AAL. Subject ID Label AA2. Date completed: - -

Start filling out this form after Informed Consent has been signed. Continue to fill in with data obtained from
the Health and Home Questionnaire (HHQ), the Screening and Training Visits and complete after all
screening and training results have been obtained. Any answer in the grayed out section of this form
disqualifies the subject from participation. The checklist should be completed no later than a day
before the first pre-exposure session and before a random order of exposures has been assigned.
Enter this form into ADEPT within 5 business days of completing this form but prior to first
exposure visit.

Inclusion Criteria YES | NO

Al. | Subject agrees to avoid the following medication supplements for 1 week before each
exposure - Non-steroidal anti-inflammatory drugs such as ibuprofen, naproxen, aspirin,
PEDS5 inhibitors such as Viagra, Cialis, Levitra, Supplemental vitamins, Antihistamines,
Anti-oxidants, Fish oil, Niacin, Arginine, Over-the counter decongestants (Informed
Consent)

A2. | Subject is at least 55 and no more than 70 years of age (HHQ B1)

A3. | Subject is non smoking (HHQ D5)

A4. | Subject has a normal baseline 12-lead resting ECG (Screening Visit Checklist B12)

A5. | Subject has normal spirometry (FEV; and FVC = 75% of predicted and FEV,/FVC 2
0.65) (Screening Visit Checklist B13)

A6. | Subject has acceptable CBC and metabolic profile (Screening Visit Lab Results).

A7. | Subject has an absence of significant ST depression while performing the 15-minute
required level of exercise targeted for the exposure period (Training Visit Check List)

A8. | Subject has the ability to complete the training exercise regimen chosen to induce an
expired minute ventilation rate of 15 to 17 L/min/m® BTPS without exceeding 80% of
predicted maximal heart rate. (Training Visit Check List).

Exclusion Criteria YES | NO

B1l. | Subjectis nursing (Initial Phone Screen)

B2. | Subject is non-English speaking (Initial Phone Screen)

B3. | Subject has tested positive for inmune system disease such as HIV, Lymphoma, or
Leukemia (Initial Phone Screen)

B4. | Subject participating in another protocol that may conflict with the MOSES Protocol
(Initial Phone Screen)

B5. | Subject takes any of the following medications: prednisone, statins, beta-blockers,
anticoagulants, systemic estrogen therapy, tamoxifen (Meds List from Initial Phone
Screen)

B6. | Subject unable to avoid the following medications for 1 week prior to each exposure.

Non-steroidal anti-inflammatory drugs such as ibuprofen, naproxen, aspirin, PED5
inhibitors such as Viagra, Cialis, Levitra, Supplemental vitamins, Antihistamines,
Anti-oxidants, Fish oil, Niacin, Arginine, Over-the counter decongestants (Informed
Consent).

B7. | Subject living with a smoker who smokes inside the house (HHQ C3)

Page 1 of 2
Inclusion Exclusion Checklist
Version B —12JUL2013
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MOSES Study

Inclusion Exclusion Checklist

AAL. Subject ID Label AA2. Date completed: - -

Exclusion Criteria

B8. | Subject is exposed to high levels of vapors, dust, gases, or fumes at work (HHQ C4)

B9. | Subject is exposed to high levels of vapors, dust, gases or fumes at home/hobby
(HHQ C5)

B10. | Subject reports current drug or alcohol abuse (HHQ D3)

B11. | Subject has history of >10 pack year for tobacco or > 1 joint year for marijuana (HHQ
D4)

B12. | Subject smoked tobacco or marijuana during the last five years (HHQ D5)

B13. | Subject has diabetes (HHQ E8) or other organ or system dysfunction (HHQ Medical
History)

B14. | Subject has active psychiatric disorders that would affect his/her participation (HHQ
E11)

B15. | Subject has chronic cardiovascular (such as ischemic heart disease), respiratory
(such as asthma or COPD) or cerebrovascular disease (HHQ Medical History, Sec. F)

B16. | Subject has untreated hypertension (defined as blood pressure >140 systolic or >90

diastolic) (HHQ F6 and vital signs)

B17. | A. Subject is hypertensive (defined as blood pressure >140 systolic or >90 diastolic)
and takes anti-hypertension medications other than diuretics (HHQ and Medication
list for HHQ)

B. Subject has a blood pressure <100/60 <90/50 (safety criterion in SOP #2)

B18. | Subject has atopy or allergic rhinitis requiring regular treatment with antihistamines or

systemic steroids (HHQ F31 and Medication list for HHQ)

B19. | Subject takes other medications not allowed (Medication list for HHQ)

B20. | Subject has a positive pregnancy test (Screening Visit Check List B9)

B21. | Subject has BMI >35 OR <18 (Vitals and BP- Screening Visit Check List B11)

B22. | Subject has blood cotinine level >3 ng/mL (Clinical lab results Screening Visit Check

List B15): level

Physician Signature

| have reviewed all screening and training data for this subject and approve him/her for inclusion in the
MOSES Study.

Signature Print Name

DD MMM Y Y Y Y

Inclusion Exclusion Checklist
Version B — 12JUL2013
This form will be entered into the database
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Al. Subject ID Label: A2. Today's Date -

MOSES Study
Screening Visit Check List

Done | Following
SOP #
Subject arrives at the clinic 0
B1l. | Explain study to subject in detail (update contact information if needed). O
B2. | All the questions by subject are adequately answered 0
B3. | Subject signs all copies of Informed Consent 0
B4. | Subject signs all copies Repository Consent for samples storage 0
B5. | Subject signs all copies of HIPAA Consent if applicable 0
B6. | Subject is provided with a signed copy of Informed, HIPAA and Repository 0
Consent (Applicable documents)
B7. | Assign the next available Subject ID — affix label to top of page 0
B8. | Signed copy of Informed and Repository Consent is filed in subject’s study folder 0
B9. | Is preghancy test indicated (Female and < 1 year since Last Menstrual Period)?
Clyes [INo -- Proceed
If Yes, administer pregnancy test O
Is test positive?  [1Yes -- Discharge subject [] No -- Proceed
B10. | Health and Home Questionnaire process:
a. Subject sits at computer and fills out the Health and Home Questionnaire 0
b. Print Health and Home Questionnaire from ADEPT 0
c. Review Health and Home Questionnaire with subject 0
d. Ask about medication use / Record on Medication List for Health and Home 0
Questionnaire
B11l. | Measure height and weight. Record on Vital Signs and Blood Pressure — 0 H&W #1
Screening Training Data Form
B12. | Prepare subject for Vital Signs measurement. Subject sits quietly for 5 0O VS/BP
minutes before measurements SCREEN
TRAIN #2
B13. | Take Vital Signs and record on Vital Signs and Blood Pressure —Screening 0
Training Data Form
Page 1 of 2
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MOSES Study
Screening Visit Check List

Al. Subject ID Label: A2.Today's Date - -
Done | Following
SOP #
B14. | Obtain 12-lead ECG. 0O 12-LEAD
ECG #21
Physician evaluates ECG.
If normal ECG, physician should sign ECG printout.
Physician signed Normal ECG printout? [1Yes [INo
If any abnormalities such as ST depression, arrhythmias, or other abnormalities,
are detected, ECG is reviewed by cardiologist. In consultation with the
cardiologist, the local study physician makes the decision whether the subject
should be included.
The cardiologist approved in writing inclusion of subject? [lYes [INo
B15. | Spirometry is measured. Record on Spirometry Data Form 0 SPIR #6
B16. | Complete physical exam 0
Review inclusion and exclusion criteria and complete Inclusion/Exclusion 0
Checklist.
Subject meets inclusion criteria up to this point
1 Yes -- Proceed
] No -- Discharge subject
B17. | Phlebotomy (use kit from LabCorp) PLHEB
SCREEN
#11
(LabCorp
Manual)
Chemistry Panel (Yellow top, 3.5 ml) 0
Hematology Panel (Lavender top, 3 ml) 0
Nicotine and cotinine (Lavender Top, 3 ml) 0
Gene profiling (Lavender Top, 3 ml) —store on site (not part of the kit) 0
Fill out Lab Corp Laboratory Test Request Form (included in the kit) 0
B18. | Ship blood samples to laboratory on same day using provided FedEx label 0
Fax LabCorp Shipment Alert Form n
After review of the health, tests and lab results:
B19. | Subject meets the criteria for admittance into the study (use Inclusion/Exclusion Yes No
Checklist) 0 0
a. If Yes, schedule training visiton (date) - -
b. If No, discharge subject
Page 2 of 2
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MOSES Study

Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date

DEMOGRAPHICS

B1.Whatisyourage? __ a.Gender? [ JMale [ JFemale
B2. Are you...

[] Hispanic/Latino/Spanish

[] Not Hispanic/Latino/Spanish

[ ] Unknown
B3. Are you... (pick all that apply)
American Indian or Alaskan Native
Asian
African American
White
Native Hawaiian / Pacific Islander
Unknown

Other

Dodgoodd

a. Specify

B4. Are you currently...

Unemployed
Employed part-time
Employed full-time
Retired

Doodo

o

If employed, what is your occupation?

B5. What is your combined annual family income?
Under $12,000

$12,000 - $29,999

$30,000 — $59,999

$60,000 — $99,999

over $100,000

B6. What is the highest level or degree of school you have completed?

OoOdodn

Elementary
High School
College / Tech School

oo

Graduate School

Health and Home Screening Questionnaire
Version — 01MAR2012
This form will be entered into the database
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

HOME ENVIRONMENT

C1. Doyou live in....
] An apartment/condo
[] Asingle house
L] Atrailer
a. What is your zip code?

C2. How far is your dwelling to any very busy road or highway? [lfeet [ yards [] miles

C3. Are you living with a smoker who regularly smokes (any substance) inside the house? []Yes |[JNo

a. Please describe

C4. Are you exposed frequently to noxious fumes, excessive dust, chemical vapors, or high air L] ves | LINo
pollution at work?
a. If YES, does this exposure make you cough, wheeze or be short of breath? []Yes |[J]No
ai. If YES, please describe your symptoms:
C5. Are you exposed frequently to noxious fumes, excessive dust, chemical vapors, or high air [ ves | LINo
pollution outside of work, for instance at home or when engaged in a hobby?
a. If YES, does this exposure make you cough, wheeze or be short of breath? []Yes |[JNo

ai. If YES, please describe:

C6. Are there any gas burning appliances used in your home on a regular basis or usedinthe | [ ] Yes | [ ] No

past few weeks (stoves, unvented heaters, etc.)?

C7. Do you use a kerosene heater in your home? []Yes |[JNo
C8. Do you have a central heating system in your house? []Yes |[JNo
a. if YES, what type
[ ] Radiators
[ ] Forced air
[ ] Other
C9. Do you have air conditioning in your house? []Yes |[J]No
a. Do you have window air conditioners in your house? []Yes |[J]No
b. Do you have central air conditioning in your house? []Yes |[JNo
Page 2 of 8
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

ALCOHOL USE AND SMOKING HISTORY

D1. Do you drink alcoholic beverages? []Yes |[INo

a. How many cans/bottles of beer per week? cans/bottles per week

b. How many glasses of wine per week? glasses per week

¢. How many shots of hard liquor per week? shots per week

d.. How many 8 oz drinks of hard liquor per week? 8 0z drinks per week

D2. | Do you drink more heavily now than you did in the past? L[] Yes | [INo

D3. | Can you abstain from drinking alcohol for 3 days? []Yes |[INo

Please think about any time you have smoked any substance. Think about how much you
smoked in terms of how many per day over the number of years you smoked.

D4a | Have you ever smoked cigars? [lYes [ INo
If YES: # cigars/day for # years

b | Have you ever smoked cigarettes? [lYes [ INo
If YES: # cigarettes/day for # years

c | Have you ever smoked a pipe? [lYes [ INo
If YES: # pipes/day for # years

d | Have you ever smoked marijuana? [lYes [INo
If YES: # joints/day for # years

e | Have you ever smoked a hookah? [lYes [INo
If YES: # times/day for # years

f | Have you ever smoked any other recreational substance? [lYes [ INo
If YES: # times/day for # years

D5. | Have you smoked anything (cigars, cigarettes, pipes, marijuana, hookah, other recreational | [ ]Yes [INo
substance) in the past 5 years?

Page 3 of 8
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

MEDICAL HISTORY

Do you have or have you ever had....

E1. Arthritis? L] Yes [ 1No
E2. Gastro-intestinal problems (ulcer or bleeding of the stomach or duodenum) L] Yes [1No
E3. Bleeding blood disorders [ ] Yes [ ] No
E4. Anemia L] Yes [ 1No
E5. Liver disease L] Yes [ 1No
E6. Thyroid disease L] Yes [1No
E7. Glaucoma, vision problems L] Yes [1No
E8. Diabetes [ Yes [ 1No
E9. Stroke, mini stroke (TIA) L] Yes [1No
E10. Neurological disorders L] Yes [1No
E11. Mental liness [ Yes [ 1No
E12. Kidney disease L] Yes [1No
E13. Eczema, skin sensitivity (serious skin rash) L] Yes [1No
E14. Cancer [ Yes [ 1No
E15. (For Females) Have you gone through menopause? L] Yes [1No

If YES When was your last menstrual period: / ___ MMIYYYY

Other questions about your health

Fla. How many times a week do you exercise?

b. What Type(s) of exercise do you do?

F2. Have you ever been dizzy during or after exercise? L] Yes [1No

F3. Have you ever fainted during or after exercise? L] Yes [1No

F4. Have you ever had chest pains during or after exercise? L] Yes [1No
Page 4 of 8
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2.Today's Date - -
F5. Do you bruise easily? L] Yes [1No
F6. Do you have or have you ever been diagnosed with high blood pressure defined as greater than |[_] Yes [1No
140 systolic or greater than 90 diastolic?

E: {/fv\lgiliﬁ,oirg(g)ou currently taking any medication(s) for high blood pressure? [] Yes [ No
F7. Has any doctor advised you not to participate in a sport due to a heart problem? L] Yes [1No
F8. Do you have any heart conditions? [ Yes [ No
F9. Are you taking any drugs for your heart? L1 Yes [INo
F10. Have you ever been told that you have a heart murmur? [ Yes [1No
F11. Have you ever had heart tests such as an ECG, Echocardiogram, heart catheterization, |[] Yes [1No

etc. carried out by a doctor?

F12. Have you ever had a very rapid heart beating that has begun and ended for no apparent |[_] Yes [1No

reason?

F13. In the past six weeks have you had any symptoms of a cold, flu or any other respiratory |[_] Yes [1No

infection?

F14. In the PAST TWO years, have you had a chest X-ray? L] Yes [1No

If YES , for what reason

F15. Have you ever had chest or lung surgery? L] Yes [1No

F16. Do you usually cough first thing in the morning regardless of the weather? L] Yes [1No

F17. Do you usually cough first thing in the morning in cold, rainy, or foggy weather? L] Yes [1No
L] Yes [INo

F18. Do you usually bring up phlegm, sputum, or mucous from your chest first thing in the
morning in cold, rainy, or foggy weather?

L] Yes [1No

F19. Do you usually bring up phlegm, sputum or mucous from your chest during the day or night
regardless of weather?

F20. If YES to F18 or F19, please answer:
a. Do you bring up phlegm, sputum or mucous from your chest on most [] Yes 1 No

days for as much as 3 months of the year?
b. How many years have you raised phlegm, sputum or mucous from your chest?

Page 5 of 8
Health and Home Screening Questionnaire
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

F21. How often do you bring up phlegm from your chest? Please circle appropriate number

1 2 3 4 5
never rarely  sometimes often very often
F22. Do you ever notice a wheezing or whistling sound from your chest? [ Yes [ No
If YES, please answer the following:
a. Do you notice this when you have a cold? [ Yes [ No
b. Do you notice this even when you don't have a cold? [ Yes [ No
¢. Do you natice this on most days? [ Yes [ No
F23. Have you ever had shortness of breath with wheezing? L] Yes [ 1No

If YES, please answer the following:
How often are you bothered by shortness of breath with wheezing? Please circle

appropriate number
1 2 3 4 5
never rarely  sometimes often very often

L] Yes 1 No

F24. Did you have any respiratory trouble before age 16?

F25. Are you troubled by shortness of breath when hurrying on level ground or walking up a slight|[_] Yes [1No
hill?

F26. Have you ever had any other kind of chest trouble that we haven't talked about yet? L] Yes [INo
If YES, please explain:

F27. During the past THREE years, how often were you unable to do your usual activities

because of chest colds, bronchitis, or pneumonia? Please DO NOT Include head colds. [Never

1 - 5times

[ 6 times or more

F28. During the PAST year, how many days have you been unable to do your usual activities
because of chest colds, bronchitis or pneumonia? day(s)

F29. Did a doctor ever tell you that you have any of the following? If unsure, please check NO.

a. Chronic Bronchitis L] Yes [ INo
b. Bronchiectasis L] Yes [ INo
c. Emphysema L] Yes [ INo
d. Asthma L] Yes [ INo
If YES to any of the above, please continue... L] Yes [INo

I. Have you taken medication or treatment for these condition(s)?

Page 6 of 8
Health and Home Screening Questionnaire
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

Il. How old were you when you FIRST developed symptoms from the above
conditions? yrs

l1l. Do you still have any of these conditions? L] Yes [ 1No

F30. Have you had any of the following? If unsure, check NO.

a. Tuberculosis L] Yes [ 1No
b. Valley Fever (coccidiodomycosis) L] Yes [1No
c. Histo (histoplasmosis) L] Yes [1No
d. Pneumonia or bronchopneumonia L] Yes [1No
F31. Are you allergic to any plants, food, animal dander, house dust mites, chemicals or L] Yes [ INo

medicine? If YES, choose all that apply:

Ocats [dogs [house dustmites [grasses [Imolds Clpollen [ flowers
Utrees

CIdrugs (Specify)

[Ifood (Specify)

Clother (Specify)

If YES, Do you take any medication(s) (e.g., antihistamines, systemic steroids) to treat the

allergy(ies)? Ves
Medication Name(s): O [ No

(This will trigger a medication list for coordinator to enter)

F32. Have you ever been told by any doctor that you had “hay fever” or “allergic rhinitis'?|{[_] Yes [ INo

F33. Have you ever had other allergies that make your nose runny or stuffy apart from colds? |[_] Yes L[] No
If YES, please continue...

a. During the past year, how much have you been bothered by it?

1 2 3 4 5
very little very much

b. Circle the months in which your episodes have been most frequent.

Jan Feb Mar April May June OR [ No correlation to
July Aug Sept Oct Nov Dec time of year
F34. Are you currently getting allergy shots? L] Yes [ 1No

Page 7 of 8
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MOSES Study
Health and Home Screening Questionnaire

Al. Subject ID Label: A2. Today’s Date - -

|F35. Have you ever had allergy skin testing? IL] Yes |L]No |

If subject identified any other research study participation in the Initial Phone Screener, please discuss / review
any research study that the subject is currently participating in.

Page 8 of 8
Health and Home Screening Questionnaire
Version — 01IMAR2012
This form will be entered into the database





Al. Subject ID Label:

MOSES Study

Medication List for Health and Home Questionnaire

A2. Today's Date -
B1. Are you currently taking any prescription medications? [1Yes [INo If YES, please list below.

Medication Name

Dose

Indication (Reason)

a.

B2. Are you currently taking any Over the Counter medications? This includes supplements, pain relievers, anti-allergic drugs,

anti-inflammatories, antioxidants or vitamins, herbal remedies and others. [1Yes [1No If YES, please list below.

Medication Name

Dose

Indication (Reason)

a

Medication List for Health and Home Questionnaire

Version — 08MAR2012

This form will be entered into the database
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MOSES Study
Vital Signs and Blood Pressure — Screening Training Data Form

Al. Subject ID Label: A2.Today'sDate _ _ - -

AS3. Initials of data collector: A4. Visit: O Screening 0O Training
Height and Weight (SCREENING ONLY)
B1. a. Height (cm)

b. Weight (kg) :

B\ 5(97’.‘”

Vital Signs

C1l. Time Seated:

C2. Temperature: . °C (Normal range: 36.5 — 37.5°C) (Temperature is optional)

C3. Breathing Rate: _ bpm (Normal range: 12 - 20 bpm)

Blood Pressure

D1. Time D2 a/b .B/P — mmHg D3. Heart Rate - bpm | D4. Method

O Automatic BP
/ - 00 Manual BP

If above blood pressure is within normal ranges (For Screening 140/90 — 90/50, For
Training 155/95 — 90/50) mmHg enter this value into ADEPT. If not within normal ranges,
pause 3 min and redo.

O Automatic BP
/ - O Manual BP

If above blood pressure is within normal ranges (For Screening 140/90 — 90/50, For
Training 155/95 — 90/50) mmHg enter this value into ADEPT. If not within normal ranges,
pause 3 min and redo.

O Automatic BP
/ - O Manual BP

Enter this value into ADEPT — within or not within normal ranges.

D5. Comments:

Page 1 of 1
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Al. Subject ID Label:

A3. Visit;: OSCRN

A4. Initials of data collector:

OEXP1 - Before Exposure OEXP1 - After Exposure
OEXP2 - Before Exposure

OEXPS3 - Before Exposure

MOSES Study

Spirometry Data Form

A2. Today's Date: - -

Ab.Start time of first maneuver

OPOS1
OEXP2 - After Exposure  OPOS2
OEXPS3 - After Exposure  OPOS3

B1l. Spirometry Trials

Trial | FVC FEV, FEF 25 -75% | Comments
In Liters In Liters In Liters per
Second
i _ . Ly _.__L|_.__ LPS
2. | . b} _.__b|_.__LPS
3. | _.__ b} _.__b|_.___LPS
4. | _ . _L{|__.___L{_.___ LPS
5 | _.__ b} _.__L|_.___LPS
6. | _.__ _Lj|__.__L|_.___LPS
7 |\ _._ vy _._ | _.__LPS
8 | _._ by _._ | __.___ LPS

Print output charts and enclose in subject’s study folder.

AT SCREENING ONLY

C1. Predicted Best % of Predicted % of Predicted must be =75 for
(From ADEPT) | (From ADEPT) inclusion (From ADEPT)
FVC
. L A AV T 2757 01 Yes -LNo
FEV,
_ . L A A LA A 2757 0Yes [No
C2: Best FEV1/FVC (From-ADEPT) > 0.65? (From ADEPT) .0'Yes EINo
Page 1 of 1
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SHIPMENT ALERT FORM

On the Day of Shipment, please complete this form and fax to:

LabCorp Clinical Trials
FAX: 919-474-4385

ATTENTION: Tamika Hawkins
(Phone: 919-474-4368)

Sponsor / Protocol: Health Effects Institute/
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Phone Number:
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DD /MMM [ YYYY

Number of Boxes Shipped
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FedEx Airbill Number(s):

LSN: 101904

LabCorp Monitor: Tamika Hawkins, Phone # 919-474-4368
LabCorp Project Manager: Abigail Berens, Phone # 952-563-4072





Al. Subject ID Label:

MOSES Study
Training Visit Check List

A2. Today's Date -

During Exercise, Actual Times will be recorded on Training Exercise Data Form

Time Done | SOP #
Relative Actual
Subject arrives at the clinic O
Is pregnancy test indicated (Female and < 1 year since Last 0
Menstrual Period)?
Clyes [INo -- Proceed
If Yes, administer pregnancy test
Is test positive?  [1Yes -- Discharge subject [] No -- Proceed
Prepare subject for Vital Signs measurements. Subject sits 0 VS/BP
quietly for 5 minutes before measurement SCREEN
TRAIN #2
Take vital signs and record on Vital Signs and Blood Pressure — 0
Screening Training Data Form
Attach 3-or-12-lead ECG - Print out at least 6 second ECG O MINVEN
tracing TRAIN #4
Explain use of exercise/ventilation equipment O
0:00 Exercise period 1 begins (15 minutes). MINVEN
U TRAIN #4
Physician should be present at the test site during this period O
5:00 Print out at least 6-second ECG tracing MINVEN
= TRAIN #4
Measure heart rate and (optional) SpO,. Record on Training
Exercise Data Form . VS/BP #2
7:00 Measure BP(optional) and record on Training Exercise Data O VS/BP #2
Form
7:30 Instruct subject to get ON the mouthpiece, nose clip ON .
8:00 Begin measuring minute ventilation. Continue measuring for 2 MINVEN
minutes. 0 #4
Page 1 of 4

Training Visit Checklist
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MOSES Study

Training Visit Check List
Al. Subject ID Label: A2. Today'sDate - -
Time Done | SOP #
Relative Actual

10:00 Print out at least 6 second ECG tracing . MINVEN
Measure heart rate and (optional) SpO,. Record on Training #a
Exercise Data Form O VS/BP #2
Report average of minute ventilation during last minute and O
treadmill/bicycle speed on Training Exercise Data Form
Instruct subject to get OFF the mouthpiece, nose clip OFF O
Adjust level of exercise to achieve the target minute ventilation U
and record Training Exercise Data Form

12:30 Instruct subject to get ON the mouthpiece, nose clip ON .

13:00 Begin measuring minute ventilation. Continue measuring for 2 O MINVEN
minutes. #4

15:00 Print out at least 6 second ECG tracing. 0 MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form U VS/BP #2
Report average of minute ventilation during last minute and 0
treadmill/bicycle speed on Training Exercise Data Form
Instruct subject to get OFF the mouthpiece, nose clip OFF, stop
exercise and rest
Rest period 1 begins (15 minutes) 0

15:30 Print out at least 6 second ECG tracing; . MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form N VS/BP #2

20:00 Print out at least 6 second ECG tracing; 0 MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form O VS/BP #2
Measure blood pressure. Record on Training Exercise Data Form

U

Exercise period 2 begins (15 minutes). O

30:00 Physician should be in the building during this period

35:00 Print out at least 6 second ECG tracing, MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form VSIBP #2

37:00 Measure BP(optional) and record on Training Exercise Data O VS/BP #2
Form

Page 2 of 4

Training Visit Checklist
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MOSES Study

Training Visit Check List
Al. Subject ID Label: A2. Today'sDate - -
Time Done | SOP #
Relative Actual
37:30 Instruct subject to get ON the mouthpiece, nose clip ON .
38:00 Begin measuring minute ventilation. Continue measuring for 2 O MINVEN
minutes. #4
40:00 Print out at least 6 second ECG tracing O MINVEN
Measure heart rate and (optional) SpO,. Record Training f/‘;/BP 49
Exercise Data Form O
Report average of minute ventilation during last minute and O
treadmill/bicycle speed on Training Exercise Data Form
Instruct subject to get OFF the mouthpiece, nose clip OFF O
Adjust level of exercise to achieve the target minute ventilation U
and record Training Exercise Data Form
42:30 Instruct subject to get ON the mouthpiece, nose clip ON .
43:00 Begin measuring minute ventilation. Continue measuring for 2 O MINVEN
minutes. #4
45:00 Print out at least 6 second ECG tracing. 0 MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form VS/BP #2
Report average of minute ventilation during last minute and
treadmill/bicycle speed on Training Exercise Data Form
Instruct subject to get OFF the mouthpiece, nose clip OFF, stop
exercise and rest
Rest period 2 begins
p g 0
45:30 Print out at least 6 second ECG tracing; . MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form O VS/BP #2
50:00 Print out at least 6 second ECG tracing O MINVEN
Measure heart rate and (optional) SpO2. Record on Training #4
Exercise Data Form O VS/BP #2
Measure blood pressure. Record on Training Exercise Data Form
Can subject complete the exercise protocol without exceeding O
80% of predicted maximal heart rate?
[lyes -- Proceed
[INo -- Discharge subject
Page 3 of 4
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MOSES Study

Training Visit Check List
Al. Subject ID Label: A2. Today'sDate - -
Time Done | SOP #
Relative Actual
Physician review and sign ECG printouts O
Is ECG normal?
1 Yes - Physician initials ECG printouts
[ No - If any abnormalities such as ST depression, arrhythmias,
or other abnormalities are detected, ECG must be reviewed by
cardiologist.
If ECG sent for review to cardiology, Cardiologist asserts that O
subject is eligible based on ECG and cardiologist signs below
Clyes [INo
Signature R
Is subject eligible based on ECG? 0
[Iyes -- Proceed
[INo -- Discharge subject
Review and Complete Inclusion/Exclusion checklist 0
DOES SUBJECT MEET ALL CRITERIA FOR INCLUSION AND
MEETS NO EXCLUSION CRITERIA?
[lyes -- Proceed
[INo -- Discharge subject
Have PES ready and fill out PES Tracking Form in ADEPT O
Make appointment for pre-exposure visit and discharge subject PES #41,
with O TAD #42
e PES and Subject Instruction for Use of PES
e Subiject Instructions Before Pre-Exposure Visit
e MOSES Activity diary and Subject Instruction for Activity
Diary.
Explain below any item not done, done out of order or done at a time other than specified.
Item/Time Scheduled Explanation
Page 4 of 4
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MOSES Study
Vital Signs and Blood Pressure — Screening Training Data Form

Al. Subject ID Label: A2.Today'sDate _ _ - -

AS3. Initials of data collector: A4. Visit: O Screening 0O Training
Height and Weight (SCREENING ONLY)
B1. a. Height (cm)

b. Weight (kg) :

B\ 5(97’.‘”

Vital Signs

C1l. Time Seated:

C2. Temperature: . °C (Normal range: 36.5 — 37.5°C) (Temperature is optional)

C3. Breathing Rate: _ bpm (Normal range: 12 - 20 bpm)

Blood Pressure

D1. Time D2 a/b .B/P — mmHg D3. Heart Rate - bpm | D4. Method

O Automatic BP
/ - 00 Manual BP

If above blood pressure is within normal ranges (For Screening 140/90 — 90/50, For
Training 155/95 — 90/50) mmHg enter this value into ADEPT. If not within normal ranges,
pause 3 min and redo.

O Automatic BP
/ - O Manual BP

If above blood pressure is within normal ranges (For Screening 140/90 — 90/50, For
Training 155/95 — 90/50) mmHg enter this value into ADEPT. If not within normal ranges,
pause 3 min and redo.

O Automatic BP
/ - O Manual BP

Enter this value into ADEPT — within or not within normal ranges.

D5. Comments:

Page 1 of 1

Vital Signs and Blood Pressure — Screening Training Data form
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MOSES Study

Training Exercise Data Form

If heart rate exceeds 80% of maximal predicted heart rate during first 10 minutes of exercise reduce the load to bring HR to <80%.
If blood pressure exceeds 230/120 or drops below 90/60 stop exercise and monitor subject.
If any abnormality is noticed in ECG stop exercise, alert physician and monitor subject.

Al. Subject ID Label: A2. Today's date: - - A3. Initials of data collector:

B. Calculate target ventilation and predicted heart rates. Fill in BSA from Vital Signs and Blood Pressure — Screening Form and Age in Years
from Home and Health Questionnaire.

15 L/min/m® * BSA = Lower Target Ve L/min 17 L/imin/m? * BSA = Upper Target Vg L/min

Target Heart Rate:  [(208 — (0.7 * years)] * 0.80 =

Treadmill Bike
: bE ECG print
Rel.atlve Actual Time | KMPH/M | Slope WATTS | RpMm | Avg Last HR BP A — Comments
Time PH % Min Ven (bpm) (mmHg) (and optional SpOy,)
. seconds)
(L/min)
Before
Exercise | — v N
0.00 : EXERCISE PERIOD 1 BEGINS
5.00
00 . | | | .. 000
7.30 . Instruct subject to get on mouthpiece, nose clip on
8.00 . Begin recording minute ventilation
10.00
10.00 : Instruct subject to get off mouthpiece, nose clip off
12.30 : Instruct subject to get on mouthpiece, nose clip on

Page 1 of 3
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MOSES Study

Training Exercise Data Form
If heart rate exceeds 80% of maximal predicted heart rate during first 10 minutes of exercise reduce the load to bring HR to <80%.

If blood pressure exceeds 230/120 or drops below 90/60 stop exercise and monitor subject.
If any abnormality is noticed in ECG stop exercise, alert physician and monitor subject.

Al. Subject ID Label:

A2. Today's date: - -

A3. Initials of data collector:

Treadmill Bike
Wiz ECG pri
, print
Rel.atlve Actual Time KMPH/M | Slope WATTS | RPM Avg Last HR BP (at least 6 Comments
Time PH % Min Ven (bpm) (mmHg) (and optional SpOy)
. seconds)
(L/min)

13.00 : Begin recording minute ventilation
15.00 : Y N
15.00 : Instruct subject to get off mouthpiece, nose clip off
15.00 : STOP AND REST
15.30 : Y N
20.00 : Y Y N
30.00 : PERIOD 2 EXERCISE BEGINS
35.00 : Y N
37.00 : Y
37.30 : Instruct subject to get on mouthpiece, nose clip on
38.00 : Begin recording minute ventilation
40.00 : Y N
40.00 Instruct subject to get off mouthpiece, nose clip off

Training Exercise Data Form

Version 100CT2012

This data will not be entered into the database
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MOSES Study

Training Exercise Data Form
If heart rate exceeds 80% of maximal predicted heart rate during first 10 minutes of exercise reduce the load to bring HR to <80%.

If blood pressure exceeds 230/120 or drops below 90/60 stop exercise and monitor subject.
If any abnormality is noticed in ECG stop exercise, alert physician and monitor subject.

Al. Subject ID Label:

A2. Today's date: -

A3. Initials of data collector:

Treadmill Bike
Wiz ECG pri
. print
Rel_atlve Actual Time KMPH/M | Slope WATTS | RPM Avg Last HR BP (at least 6 Comments
Time PH % Min Ven (bpm) (mmHg) (and optional SpOy)
. seconds)
(L/min)
42.30 : Instruct subject to get on mouthpiece, nose clip on
43.00 : Begin recording minute ventilation
45.00 : Y N
45.00 : Instruct subject to get off mouthpiece, nose clip off
45.00 : STOP AND REST
45.30 : Y N
50.00 : Y N
50.00 END

What exercise regimen made subject achieve Target Ve ? These settings will be used as a basis for the exposure exercise sessions.

KMPH/MPH and

Slope % OR

WATTS and RPM

Training Exercise Data Form

Version 100CT2012

This data will not be entered into the database
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MOSES Study

PES Tracking Form
Al. Subject ID Label:
A4. Visit assigned at:
O Training
O POST1

O POST2

A2. Date assigned: - -

A3. PES ID assigned: {Site Abbreviation} MOSES

Pagelof1

PES Tracking Form
Version A — 04MAY2012
This form will be entered into the database





MOSES

Subject instructions for use of the personal exposure sampler (PES)

You will be given a zip-lock bag containing:

(1) a plastic backing with a clip,

(2) a plastic vial that contains a resealable bag and the PES (and a small gel packet) inside of it.
The PES consists of a pin-clip holder that holds a barrel (or body of the sampler).

(3) Time Activity Diary daily forms (see separate instruction sheet).

Put the zip-lock bag (with its content) in the refrigerator as soon as possible after leaving
the clinic and leave it there until the 3™ day before your exposure visit. You will receive a
call to remind you.

START WEARING THE PES at 12:00 noon of the 3rd day before the exposure visit

1. When it is time for you to start wearing the PES, open the zip lock bag and empty its content.

2. Open the vial and remove the PES from the resealable bag. Do not touch the ends of the PES
barrel. Only touch the pin-clip holder.

Pin-clip holder

Barrel

Brown vial with PES inside resealable bag PES consisting of a badge that holds the barrel

3. Replace the re-sealable bag (with the gel packet still inside) in the brown storage vial and
tighten cap securely.

4. Put the vial in the zip lock bag. Keep the bag in a safe place as you will need to bring it to the
clinic.

5. Secure the PES to the plastic backing as follows (see picture below): clip the pin-clip holder
onto the wire tie loop of the backing so that the PES barrel (with little round holes on two
ends) is in the middle of the backing. The air diffuses through the holes to the coated filters
inside, so placing the PES barrel in the center of the backing (as shown in the picture below)
minimizes losses on clothing.

6. Attach the backing to your clothes: If there is a pocket on the clothing at the height of your
chest, use the clip to attach the backing. If not, use the safety pin on the clip to attach it.

Subject Instructions for Using the PES
Version 1- 02MAR2012
Page 1 of 2





7.

10.

 sampling
| badge with a clip PES barrel

4™

Backup plate with a clip

On the Time Activity Diary, indicate the date and time you start wearing the PES; check off
each hour you wear it in the Monitor column. If you do not wear it for a time period, please
record where the device was and why you did not wear it in the NOTES column. Keep the
diary with you or near you at all times.

You should not wear the PES, or bring it in the bathroom, if you take a shower (or bath). You
should not wear the PES while in bed (i.e., at night), taking a nap, or participating in an
activity where the monitor could break. When not worn, place the backing plate with the
sampler facing up on a table outside the bathroom or near the bed, or close to where you are
doing the activity.

Do not allow the PES to get wet outside in the rain, snow or heavy fog. Also do not allow the
PES to be at temperatures below freezing. In all these instances wear the PES under a jacket
or a coat.

Continue wearing the PES until you arrive at the clinic for the pre-exposure visit. Bring (1)
the Activity Diary forms and (2) the plastic bag with the brown vial with the resealable bag
inside to the clinic. It will be needed to store the PES until it is sent to the lab for analysis.

Subject Instructions for Using the PES
Version 1- 02MAR2012
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MOSES Study — Subject Instructions

/ at

Your nextvisitison ____ /

Please do the following in preparation:

Startingon _ _ /__ /__ _ _ (oneweek before your visit) please avoid aspirin, ibuprofen,

naproxen, multivitamins, vitamin C, vitamin E, antihistamines, antioxidants, decongestants, fish
oil, niacin, arginine, Viagra, Cialis, and Levitra.

Three days before cominginon ____ / /| please put on the Personal Exposure

Monitor (PES) at 12:00 noon. We will take it off on the day that you come in for your study visit.
The attached set of instructions describes the specific instructions for the PES.

While you are wearing the exposure monitor, please remember to fill out the activity diary.
Please refer to the attached instructions for completing the diary.

Please call us with any changes in your health or medication. This includes receiving shots,
getting a cold or the flu or seeing a doctor for anything but a routine visit.

Please remember, you are allowed caffeine on the morning that you come in for your study visit,
but you will need to avoid any caffeinated beverage after that. You will also need to abstain
from alcoholic beverages for three days beginning on the day that you come in for your visit.
Finally, on the morning that you come in, you are to avoid strenuous exercise and heavy lifting.

You will receive a reminder call 4 — 5 days before your scheduled visit.

If you have any questions, call

Subject Instructions
Version A — 25JAN2012
This form will not be entered into the database





Multicenter Ozone Study in Elderly Subjects
ACTIVITY DIARY

Subject ID:

Date/Time directed by Technician to start wearing personal sampler

MM/ DD/ YY HH : MM AM /PM
Date of this report: Date/Time_you First put on the personal sampler: I A A I
MM/ DD/ YY HH MM AM/PM
Please check all the circles in the table that apply to you. If during any portion of the indicated time period, the item/activity occurred, please check the box.
MONITOR LOCATION ACTIVITIES HEATING COOLING
I am travelling by... I am currently at... lam... Someone
lam train sweeping, painting, watching is laminaroom | laminaroom | |aminaroom
wearing my motor-| car/ or home work other place | cooking exercising, or|  dusting, welding, |TV, reading, | eatinga | smoking | beingheated | beingheated | being cooled
personal | foot | bike| cycle | taxi | bus sub- or near sleeping | other t)_/pe of | vacuuming (at | (at work or | sitting at meal or in the by a by a vyoodstove by an air NOTES
TIME sampler* way | inside | outside | inside | outside | inside | outside cooking exertion  [work or home)*|  home) desk snack | sameroom | kerosene heater| or fireplace conditioner
AM  6:00-6:59 ) o | o o o ) o o o o o o o o o o
AM  7:00-7:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  8:00-8:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  9:00-9:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  10:00-10:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  11:00-11:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  12:00-12:59 o o | o o o o o o o o o o o o o o o o o o o o o o
PM  1:00 - 1:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  2:00 - 2:59 o o | o o o o o o o o o o o o o o o [e) [e) [e) o o o) o
PM  3:00 - 3:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  4:00 - 4:59 o o | o o o o o o o o ) o o o o o o [e) [e) [e) o o o) o
PM  5:00 - 5:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  6:00 - 6:59 o o | o o o o o o o o o o o o o o o o o o o o o o
PM  7:00 - 7:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  8:00 - 8:59 o o | o o o o o o o o o o o o o o o o o o o o o) 6]
PM  9:00 - 9:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  10:00 - 10:59 o o | o o o o o o o o o o o o o o o o o o) 6] o o 6]
PM  11:00 - 11:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  0:00-0:59 ) o | o o o o o o ) o o ) o ) o o o o o o 6] o o) 6]
AM  1:00-1:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  2:00-2:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  3:00-3:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  4:00-4:59 ) o | o o o ) o ) ) o o ) o ) ) o o o o o o o o o
AM  5:00-5:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o

* If you are not wearing the sampler, please explain in the NOTES column where you put the sampler.

Explanatory notes:
"l am traveling" column - include time spent waiting for bus, etc.

""Home, inside"" column - include garage, basement, laundry room
""Home, outside" column - include yard, garden, patio, porch
""Other place, inside'" column - include shopping mall, supermarket, restaurant, neighbor's home, movie theater, indoor stadium, rink, church

"I am, cooking" column - include outside barbecue (BBQ)
"'l am, exercising" column - include playing sports (baseball, soccer, etc.)
"'l am, painting, welding"* column - include working on a hobby, e.g., sawing wood, sanding, etc.

For more information see the Subject Instructions for Flling Out the Activity Diary

Version 1 - 20APR2012






MOSES

Subject Instruction for Filling Out the Activity Diary

Please carry the diary with you during the day and fill out the times when you change from
one of these locations to another and from one activity to another.

1.

TIME column.

The time column shows the time breakdown into 1 hour increments. On the first day, start
filling the diary at 12:00 noon, the time when you should put on the personal sampler.
Please note the exact date/time when you first wear it. On the other 3 days start filling the
diary at 6:00 AM.

MONITOR column

Mark the boxes corresponding to the times when you are wearing the personal exposure
sampler. If you are only wearing it for any portion of that hour, check the box for that hour.
Explain in the NOTES section all the way to the right of the Diary where the sampler is at a
given time if it is not being worn. Make sure it is as near you as possible. (See also
instructions for wearing the Personal Exposure Sampler)

LOCATION columns
Here you are asked to record where you are during each hour.

3.1 If you are traveling check whether it is by foot, bicycle/bike, motorcycle, car/taxi,
bus, or train/subway. If you are traveling by a method (e.g. foot, bike, etc.) any
portion of that hour check the box for that hour. You might have to check off
multiple “traveling by” boxes for that hour if you use different means of
transportation. If you are in transit for less than one hour, indicate the transit period
in the NOTES column.

3.2 If you are currently at home, at work, or other places specify the location and
whether you are indoor or outdoor. If you are in a location for any portion of an
hour, you should check that box for the whole hour. You might have to check off
multiple “I am currently at” boxes for the same hour.

a) “Home - Indoors” should be checked whenever you are inside the home,
(including the garage or basement) or anywhere inside an apartment building
(including the laundry room).

b) “Work — Indoors” should be checked when you are at work

c) “Other place” refers to the time spent in other indoor or outdoor locations (a
friend’s house, a park, a restaurant, a shopping mall, a church, a grocery store,
a gym, a movie theater, a stadium, a rink, a church.

d) “Outside” should be checked whenever you are outside of your own home
(“Home - Qutside”) or a neighbor’s home (“Other place — Outside™). This
column would also refer to time spent on a porch, patio, or balcony. If you

Subject Instruction for Filling Out the Activity Diary
Version 1 - 23MAR2012
Page 1 of 2





travel to a neighbor’s house and walk outside to do so, then “traveled, by foot”
should also be checked.

ACTIVITIES columns

4.1 Here you are asked to indicate what you are doing in a location during each hour.
If you do more than one activity in a 1-hour period, check all the appropriate boxes.
Examples of which activities should be noted include sleeping, eating, watching
TV, exercising, sweeping/dusting/vacuuming, painting/welding (and also sawing
wood and sanding), and cooking.

4.2 Information about cooking and cleaning activities is strongly desired. We are
particularly interested in the type of cooking, such as frying, grilling, broiling,
toasting, barbecuing, etc., which should be noted in the NOTES column.

4.3.Please identify the person doing the cooking or cleaning activity for each entry in
the NOTES column.

SMOKING column. Fill out this column if someone is smoking the room you are in
during any portion of that hour.

HEATING AND COOLING columns

You should fill this column if you are in a room with a kerosene heater or a wood stove
on or with a live fire. Please abstain from lighting a fire while you are wearing the
personal exposure sampler to avoid exposure to smoke.

Subject Instruction for Filling Out the Activity Diary
Version 1 - 23MAR2012
Page 2 of 2
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		1. Locator Information 30MAR2011

		2. Initial Phone Screen Questionnaire UR (PAGE1 ONLY) 04APR2012
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SUBJECT PACKET 25MAR2013 Page 2a

EXPOSURE VISITS Comment Change 10SEP2012  Change 170CT2012 Change 02JAN2013 Change 20JAN2013 Change 25MAR2013
1 Before Pre-Exposure Visit Phone Questionnaire 08MAR2012
PRE
Pre-Exposure Day-Cheek List 24MAY2012 deleted NTG
1 Pre-Exposure Day Check List 23DEC2012 procedure & added
lines for repeating
2 PES Return and Process 25MAY2012
3 Randomization Packet Assignment 16May2012 (example) sample; use file posted was dated
originals sent 03APR and did not
to centers match actual file
4 Pre-Exposure Health Questionnaire 01IMAR2012
5 Vital Signs and Blood Pressure — PRE and POST Data Form 07MAY2012
Pre—Exp-—Post-Blood-Fracking Form23MAY2012 added space for
6 Pre- Exp- Post- Blood Tracking Form v B 23MAY2012 comments
MMM%%WMW clarified procedure  Added spaces to C5 and C6 switched; some
Brachial Artery Ultrase Cs Renort Ec (CRF)}20DEC2012 and removed NTG record HR on the sections were renumbered or
7 . BSL and the RH relabeled
BrachialArtery- Ultrasound-Case Report Form-{CRF}-20DEC2012 Doppler images
Brachial Artery Ultrasound Case Report Form (CRF) 14FEB2013
8 BAU Tracking Form 30May2012 same as t11
EXP
Exposure-Day-Check List Centers Combined-24MAY2012 use timer deleted NTG
E Dav-C List C c : 10SER2012 checklist with ) ] procedure & added
same date Reconciled with lines for repeating

1 Exposure Day Check List Centers Combined 23DEC2012

2 Vital Signs and Blood Pressure Log — Exposure Day 07MAY2012

3 Symptom Questionnaire 05MAR2012
4 Holter Card Tracking Form 25May2012
5 Spirometry Data Form 16APR2012
£ DavE col r ZMAY2012
.
6= .
Exposure Day Exercise Data Form 100CT2012
7 Symptom Questionnaire 05MAR2012
8 Spirometry Data Form 16APR2012
Pre-—Exp-—Post-Blood-Fracking Form23MAY2012
9 Pre- Exp- Post- Blood Tracking Form v B 23MAY2012
BrachialArtery Ultrasound-Case ReportForm{CRF)-204U1L2012
BrachialArtery- Ultrasound-Case Report Form-{CRF}-20DEC2012
t10 BrachialArtery Ultrasound-Case ReportForm{CRE} 20JAN2013
Brachial Artery Ultrasound Case Report Form (CRF) 14FEB2013
t11 BAU Tracking Form 30May2012

SUBJECT PACKET 25MAR2013 Page 2b

Exposure Day Exercise
Data Form. Timer

the BAU, if needed

checklist reconciled
with word version

use same form
for subsequent
measures

Reconciled with Edits of column

checklist headers

added space for

comments

Added spaces to
record HR on the
BSL and the RH
Doppler images

clarified procedure
and removed NTG

C5 and C6 switched; some
sections were renumbered or
relabeled





EXPOSURE VISITS Comment

Change 10SEP2012

Change 170CT2012

Change 02JAN2013  Change 20JAN2013

Change 25MAR2013

t12 Symptom Questionnaire 05MAR2012
113 VitalSignsand-Blood-Pressure Log —Exposure-Day-07MAY2012

not needed

POST Comment

Change 02JAN2013

1 Post-Exposure Day Checklist 24MAY2012
2 Vital Signs and Blood Pressure — PRE and POST Data Form 07MAY2012

3 Symptom Questionnaire 05MAR2012
Pre-—Exp-—Post-Blood-Fracking Form23MAY2012

4 Pre- Exp- Post- Blood Tracking Form v B 23MAY2012

5 Spirometry Data Form 16APR2012

6 Sputum Supernatant and Slide Tracking Form 25MAY2012

7 Subject Instructions Before Exposure Visit 25MAY2012

8 Subject instructions for use of PES 02MAR2012

9 PES Tracking Form 04MAY2012
010 Subject Instruction for Filling Out the Activity Diary 23MAR2012
011 MOSES Activity Diary 20APR2012

added space for
comments





MOSES Study

Before Pre-Exposure Visit Phone Questionnaire

(8 or 9 days before pre-exposure visit)
Al. Subject ID Label:

A2.Visit: OEXP1 OEXP2 OEXP3 A3. Today’s date: - -

A4.Time: . A5. Initials of caller:

Hello. My name is < name> and | am the <title> for the MOSES study at <SITE>. I'd like to ask

you a few questions and give you a few reminders about your upcoming visit. Do you have

about 10 minutes now?
If subject does not have time: When would be a good time to call you back?
Date: - - A4. Time:

If subject has time:

You were lasthereon - - and most of these questions will relate

to the time since then.

B1. Have there been any changes in your health since <date>? If yes, describe: |[[ ]Yes | [ |No
B2. Have you visited a doctor since <date>?If yes, describe: [ ]Yes | [ ]No
B3. Did you have a change in medication since <date>? If yes, describe: [ Jyes | [ ]No
B4. Have you received any shots (flu, pneumonia, others) since <date>? If yes, [ ]Yes | [ ]No
describe:

B5. Have you had any infection, skin rash, etc. since <date>? If yes, describe: [ Jyes | [ ]No
B6. Have you had any injury since <date>? If yes, describe: [ ]yes | [ ]No
B7. Have you had a cold or flu in the past 6 weeks? If yes, describe: [ ]Yes | [ ]No

If any items above would warrant rescheduling: Thank you for your time today. Due to the
changes you have described, we will need to have you come in at a different time that we
| will

originally planned. Reschedule subject. Record Date: - -

give you a reminder call approximately one week before then.

If everything is fine to proceed: Thank you for your time today. Your upcoming visit is scheduled
for: - - . I'd like to remind you of a few dos and don’ts as you

prepare for your study visit.

Before Pre-Exposure Visit Phone Questionnaire
Version A — 08MAR2012
This form will not be entered into the database

Page 1 of 2






MOSES Study

Before Pre-Exposure Visit Phone Questionnaire

(8 or 9 days before pre-exposure visit)
Al. Subject ID Label:

A2.Visit: OEXP1 OEXP2 OEXP3 A3. Today’s date: - -

Starting 1 week before your viston - - please avoid aspirin,
ibuprofen, naproxen, multivitamins, vitamin C, vitamin E, antihistamines, antioxidants,
decongestants, fish oil, niacin, arginine, Viagra, Cialis, and Levitra. You may not take these

items for the entire week before coming in and while here for your exposure.

Three days before coming in, please put on the exposure monitor (startingon __ - -

. at12:00 noon). We will take it off on the day that you come in for your study visit.
While you are wearing the exposure monitor, please remember to fill out the activity diary.

Please remember to bring non-restrictive exercise clothing with you for the time you will be in
the exercise chamber and the tests afterward.

Please remember, you are allowed caffeine on the morning that you come in for your study visit,
but you will need to avoid any caffeinated beverage after that. You will also need to abstain
from alcoholic beverages for three days beginning on the day that you come in for your visit.
Finally, on the morning that you come in, you are to avoid strenuous exercise and heavy lifting.

Do you have any questions? YES NO

Page 2 of 2

Before Pre-Exposure Visit Phone Questionnaire
Version A — 08MAR2012
This form will not be entered into the database





Al. Subject ID Label:

A3. Visit: [IPRE1

MOSES Study

Pre-Exposure Day Check List

A2. Today's Date - -

LIPRE2 LIPRE3

Time

Done

SOP #

UCSF/ | UNC Actual
UR Target time

Target | time
time

Subject was called at least 8 days before visit to remind about
attaching PES and abstaining from prohibited medications.

Subject was asked to respond to Before Pre-Exposure Visit Phone
Questionnaire

11:30 | 12:00

Subject arrives at the clinic

Collect personal monitor and put into labeled storage vial.

Record Sampler ID label here:

Refrigerate Sampler

11:45 | 12:15

Provide Low fat lunch

If this is the first exposure, select next Randomization Envelope for
the Subject and record envelope ID on the Randomization Packet
Assignment Form. Follow randomization instructions.

For all exposures, deliver sealed randomization envelope for the
proper exposure to the chamber technician per your site’s
procedures.

I I A I

Date and time PES first

put on (from activity diary) DD-MMM-YYYY HHMM

Date and time put into

storage vial at site DD-MMM-YYYY HHMM

Fill out PES Return and Process (form) in ADEPT

Disassemble sampler and unload filters (as soon as possible)

PES
#41

Collect Activity diary

12:15 | 12:45

Review Activity Diary — clarify any questionable items.

12:30 | 13:00

Administer Pre-Exposure Day Health Questionnaire

Cleared to proceed? [1Yes -- Proceed [INo -- Re-schedule

12:45 | 13:15

Is pregnancy test indicated (Female and < 1 year since Last
Menstrual Period)?

[IYes [INo -- Proceed
If Yes, administer pregnancy test

Is test positive?  [1Yes -- Discharge subject [] No -- Proceed

Page 1 of 3

Pre-Exposure Day Checkilist
Version B— 23DEC2012
This form will not be entered into the database






Al. Subject ID Label:

A3. Visit: [IPRE1

MOSES Study

Pre-Exposure Day Check List

A2. Today's Date - -

LIPRE2 LIPRE3

Time Done | SOP #
UCSF/ | UNC Actual
UR Target time
Target | time
time
12:50 | 13:20 Prepare subject for Vital Sign measurements 0 VS/BP
PRE,
12:55 | 13:25 Take Vital Signs and record on Vital Signs and Blood Pressure — 0 EXP,
Pre and Post Data Form POS
#3
13:00 | 13:30 Physician exam and review Pre-Exposure Day Health .
Questionnaire
Subject meets all criteria for continuing to exposure day O
MD signature:
pate:. - -
14:15 | 14:45 Perform phlebotomy (SOP) (left arm preferred) [ PHLEB
#12
Draw One Blue top tube (discard) [
Draw 4.5 mL Blue top tube for Flow Cytometry, MP-TF, vVWF .
Draw 4.5 mL Blue top tube for AssayGate O
Draw 4.5 mL Blue top tube for archiving .
Draw 4.0 mL Lavender top tube for CBC and send to local clinical .
lab immediately
Fill out Pre- Exp- Post- Blood Tracking Form O
14:30 | 15:00 Start preparing subjects for BAU procedure (SOP). Begin filling out O BAU
the Case Report Form. #31
14:40 | 15:10 Subiject rests in supine position in quiet room with rings, watch and O
phone off for 10 minutes.
14:50 | 15:20 Affix BP cuff on Left arm. Affix small BP cuff on lower Right arm O
Perform BAU (right arm occluded under the cuff): flow- mediated O
(SOP)
Complete BAU Case Report Form O
If BAU needs to be repeated (i.e. if the RH Doppler image does not n BAU
capture at least two full cardiac cycles demonstrating cuff release #31
effects on blood flow velocity) have the subject rest laying down for
20 minutes and then repeat the procedure. Begin filling out a new
Case Report Form
Affix BP cuff on Left arm. Affix small BP cuff on lower Right arm .
Perform BAU (right arm occluded under the cuff): flow- mediated O
Page 2 of 3

Pre-Exposure Day Checkilist
Version B— 23DEC2012
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Al. Subject ID Label:

MOSES Study

Pre-Exposure Day Check List

A2. Today's Date - -

A3. Visit: [PRE1 LIPRE2 LIPRE3
Time Done | SOP #
UCSF/ | UNC Actual
UR Target time
Target | time
time
Complete BAU Case Report Form .
15:25 | 15:55 Provide carry-out dinner and some snacks, and instructions for the 0
evening including: no exercise, no alcohol, no prohibited
medications, no caffeinated beverages or chocolate, eat only light
snacks and avoid outdoor exposures.
15:30 | 16:00 Discharge subject to hotel/CRC O
Page 3 of 3

Pre-Exposure Day Checkilist
Version B— 23DEC2012
This form will not be entered into the database






MOSES Study

PES Return and Process
Al. Subject ID Label:
A2. Visit: O PRE1
O PRE2

O PRE3

A3. Form Completion Date: - -

A4. Initials of data collector:

B1. Was the PES returned intact by the subject?

O Yes (GO TO B2)
O No (GO TO B7)
IF PES WAS RETURNED INTACT...
B2. PES ID number returned: {Site Abbreviation} MOSES
B3. Exposure Start Date: - -
a. Exposure Start Time:
B4. Exposure End Date: _ _ - -

a. Exposure End Time: __

B5. Total Minutes Sampled: (from ADEPT)

B6. Comments for Analyzing Lab/Unusual Circumstances:

(GO TO B8)
Page 1 0of2

PES Return and Process
Version A — 25MAY2012
This form will be entered into the database





MOSES Study

IF PES WAS NOT RETURNED INTACT...
B7. Reason PES was not returned intact:
o PES Forgotten by Subject
o PES damaged

o Other:

B8. Other comments:

Page 2 of 2

PES Return and Process
Version A — 25MAY2012
This form will be entered into the database





MOSES Study

Randomization Assignment - Exposure Level

Randomization Assignment Number

«Envelope_»

Directions to the Chamber Operator — please set the chamber to deliver
the Ozone Concentration listed below.

Ozone Concentration | «Exposure_Level»

Once exposure is complete, fill in information below. Return this form
(and the envelope it came in) in the return envelope provided.

Date of Exposure - -

Technician:

Start Time: __ End Time: __

Please enter the 3 hour average for the following

Relative Humidity

Temperature

Ozone Concentration

UFPM# (optional)

Explain any deviation from the randomized Ozone concentration amount:

Page 1of 1
Randomization Assignment - Exposure Level
Version — 16MAY2012





MOSES Study

Pre-Exposure Health Questionnaire

Al. Subject ID Label: A2. Visit: OPRE1 OPRE2 OPRE3
A3. Today's Date: - - A4.Time:

Ab5. Initials of data collector:

Since your last visit to this facility on (date) - -

B1. Have there been any changes in your health since your previous [ Ives | [ INo
appointment? If yes, describe:

B2. Have you visited a doctor? If yes, describe: [ Ives | [ INo
B3. Did you have a change in medication? If yes, describe: [ ]Yes | [ ]No
B4. Have you received any shots (flu, pneumonia, others)? If yes, describe: [ ]Yes | [ ]No
B5. Have you had a cold or flu in the past 6 weeks? If yes, describe: [ Jves | [ INo
B6. Have you had any infection, skin rash, etc.? If yes, describe: [ Jves | [ INo
B7. Have you had any injury? If yes, describe: [ Jyes | [ ]No
B8. Did you avoid aspirin, ibuprofen, naproxen, multivitamins, vitamin C, vitamin | [_]Yes | [_|No
E, antihistamines, antioxidants, decongestants, fish oil, niacin, arginine, Viagra,

Cialis, and Levitra starting 1 week ago?

B9. Did you avoid strenuous exercise and heavy lifting this morning? [ ]ves | [INo
B10. Was your last caffeinated beverage (coffee, sodas, energy drink) at or [ ]ves | [ INo
before breakfast this morning?

B11. Did you wear the exposure monitor in the last three days? [ ]ves | [ INo
B12. Did you fill out the activity diary? [ ]ves | [ INo
B13. Were you excessively exposed to ambient or home air pollutants, [ ]Yes | [ ]No

chemicals, dust? If yes, describe:

Any shaded areas warrant investigation and discussion with physician. Decision must be made

to continue with measures or re-schedule.

Page 1 of 1

Pre-Exposure Health Questionnaire
Version A — 01MAR2012
This form will not be entered into the database






MOSES Study
Vital Signs and Blood Pressure — PRE and POST Data Form

Al. Subject ID Label: A2. Visit: O PRE1 OPOS1
A3. Initials of data collector: O PRE2 OPOS2
A4.Today's date: - - O PRE3 OPOS3
Vital Signs

Use right arm for BP. For procedure details see SOP.

B1. Time Seated:

B2. Temperature: . °C (Normal range: 36.5 —37.5°C) (Temperature is optional)
B3. Breathing Rate: _ bpm (Normal range: 12 - 20 bpm)

Blood Pressure

Cl1. Time | C2a/b .BIP—mmHg | C3. Heart Rate - bpm | C4. Method
This first set of measurements are omitted from the Data base. DO NOT ENTER THEM

O Automatic BP
I S - O Manual BP

The above measurements are omitted from the Data base. DO NOT ENTER THEM

The measurements below are entered into the database.

O Automatic BP
i I S - O Manual BP

O Automatic BP
i I S - O Manual BP

Record the average BP from ADEPT
Averages: /

C5. Comments:

PRE-EXPOSURE Only
C6. Has the physician cleared this subject to continue: O Yes O No

Page 1 of 1
Vital Signs and Blood Pressure — PRE and POST Data Form
Version A — 07MAY2012
This data will be entered into the database





MOSES Study
Pre- Exp- Post- Blood Tracking Form

Al. Subject ID Label: A2. Visit: LIPRE1 LIEXP1 [IPOS1
LOPRE2 LEXP2 [IPOS2
A3. Collection & Processing Date: - - [IPRE3 CIEXP3 OPOS3
B1. Details:
Collection Processing

Tube Yes | No | Reason (if N) | Time
/[ Comments
Discard
Platelet Activation/MP- . U Tube #1 Yes | No | Reason (if N) / Comments
Ezlstlijn?elzrzc(glruind# il)WF To Flow Cytometry Lab | o
’ MP-TF tube #1 O o
MP-TF tube #2 O O
MP-TF tube #3 O O
MP-TF tube #4 O o
MP-TF tube #5 O o
VWFEM tube #1 o o
VWFM tube #2 O O
VWFM tube #3 O O
VWFEM tube #4 o o
VWFEM tube #5 o o
Soluble markers (Blue, O O Tube #2 Yes | No | Reason (if N) / Comments
#2) For Soluble Markers o o
Archive (Blue, #3) O O Tube #3 Yes | No | Reason (if N) / Comments
Plasma microtube #1 o o
Plasma microtube #2 o o
Plasma microtube #3 ] O
CBC/differential/platelet O O Tube #4 Yes | No | Reason (if N) / Comments
(Lavender, #4) To Clinical Lab ] O

Page 1of 1
Pre- Exp- Post- Blood Tracking Form
Version B — 23MAY?2012
This form will be entered into the database





MOSES Study

Brachial Artery Ultrasound Case Report Form

Section A.

Al. Subject ID Label: A2. Visit: o PRE1 oEXP1
A3. Initials of Sonographer: o PRE2 o EXP 2
A4. Date: - - o PRE3 o EXP 3
Section B B1. DOB: - - B2. Gender: OMale OFemale

B3. Arrival Timeto FMD:

Section C - Assessment
C1. Distance from Antecubital Crease: (cm):

C2. Approach: []Medial [ ] Lateral []Perpendicular
C3. Angle to Skin (degree — measured with protractor):

B4. Tape/CD #

C4. Vessel and focus depth (cm): C5. TGC aligned at __ . ___cm from the left
C6. Anatomic landmarks:

Section D - Recording Times
D1. Time of recording (hr: min: sec)

a. Baseline

b. Cuff inflation

C. @ 5 min

d. @30 sec post CD

€. @ 45 sec post CD

f. @ 60 sec post CD

g. @ 75 sec post CD

h. @ 90 sec post CD

i. @ 105 sec post CD

j. @ 120 sec post CD

Section E. Blood Pressure and Heart Rate
El.a. BSLBP / b. Heart Rate _

E3. HR on RE BSL Doppler Image ____

E2. HR on BSL Doppler Image ____

E4. HR on RH Doppler Image _

E5. a. Post RH BP / b. Heart Rate =

E6. Comments:

Page 1 of 1
Brachial Artery Case Report Form
Version A — 14FEB2013
This data will not be entered into the database





Al. Subject ID Label:

A2. Visit: O PRE1
O PRE2

O PRE3

A3. Date performed:

B1. BAU Tape/CD # assigned:

MOSES Study

BAU Tracking Form

OEXP1
O EXP2

O EXP3

BAU Tracking Form
Version A — 30MAY2012
This form will be entered into the database
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MOSES Study

Exposure Day Check List (UNC, UR, UCSF)

Al. Subject ID Label A2. Date completed: _ - _ -

A3. Visit:

LEXP1 LEXP2 LIEXP3 Center

PRINT CHECKSLIST WITH TIMER WHEN READY TO START

Target Time Actual Done | Following
time SOP #
UNC UR/
UCSF
07:30 | 07:00 Subject arrives at the laboratory/clinic. Provide breakfast. .
07:50 | 7:20 Prepare subject for Vital Sign measurements. O VS/BP
PRE,
07:55 | 07:25 Take Vital Signs (SOP). Record on Vital Sign and Blood Pressure 0 EXP,
Log — Exposure Day POST #3
07:58 | 07:28 Symptom Questionnaire is filled out by the subject O
08:00 | 07:30 Prepare Holter, battery, flash card. Enter three-digit Serial Number 0 HOLTER
here 499
Set date and time in synchrony with the central clock for the =
study. Note that the time recorded on the checklist from now on must
be the actual time that appears on the Holter Clock.
O
Attach Holter Monitor leads (subject is laying down) (SOP) and check.
Attach leads for 3-lead ECG telemetry monitoring (SOP) [
Begin continuous Holter recording 0
Print at least 6 second ECG O
08:10 | 07:40 Subje_ct lies quietly for 10 mingtes for HRV measurement (SQP) —make O HOLTER
sure time on Holter matches time on lab clock and on checklist #22
08:20 | 07:50 Spirometry is measured (SOP). Record on Spirometry Data Form 0 SPIR #6
08:27 | 07:57 Subject visits the restroom if needed
If symptoms or abnormal pattern is noted at any time during
exposure, obtain print out from cardiac monitor.
Record all activities on the Exposure Day Exercise Data Form. Copy
exact times from this data form to this check list when done.
08:30 | 08:00 Exposure begins (SOP). Exercise Period 1 begins. O EXP
CHAMBER
08.30 | 08:00 Set treadmill/bicycle load settings obtained during training and/or O
previous exposure visits. Record treadmill/bicycle settings on
Exposure Day Exercise Data Form
08:38 | 08:08 Begin measuring minute ventilation. Continue measuring for 2 minutes. . MINVEN
EXP #5
08:39 | 08:09 HR (and Sp0O2) measured (SOP). Record on Exposure Day Exercise 0O VS/BP #3
Data Form
Page 1 of 5

Exposure Day Checklist Combined
Version B — 23DEC2012
This form will not be entered into the database






Al. Subject ID Label

MOSES Study

Exposure Day Check List (UNC, UR, UCSF)

A2. Date completed: _ - _ -

A3. Visit: [EXP1 LIEXP2 LEXP3 Center
Target Time Actual Done | Following
time SOP #
UNC UR/
UCSF
08:40 | 08:10 Record average of 9-10 minute ventilation data on Exposure Day 0
Exercise Data Form
Adjust treadmill/bicycle load as needed to achieve target minute
ventilation ( L/min — from Data Form) and record new settings on | []
Exposure Day Exercise Data Form
08:43 | 08:13 Begin measuring minute ventilation. Continue measuring for 2 minutes. . MINVEN #5
08:44 | 08:14 HR (and Sp0O2) measured (SOP). Record on Exposure Day Exercise
Datzgl Formp : ( : P g [ VS/BP#3
08:45 | 08:15 Record average of 14-15 minute ventilation data on Exposure Day 0
Exercise Data Form
Adjust treadmill/bicycle load as needed to achieve target minute
ventilation ( L/min — from Data Form) and record new settings on | ]
Exposure Day Exercise Data Form
Rest period 1 begins 0O
09:00 | 08.30 Exercise Period 2 begins. y
09:13 | 08:43 Begin measuring minute ventilation. Continue measuring for 2 minutes.
U MINVEN #5
09:14 | 08:44 HR (and SpO2) measured (SOP). Record on Exposure Day Exercise
Data Form 0 VS/BP #3
09:15 | 08:45 Record average of 14-15 minute ventilation data on Exposure Day 0
Exercise Data Form
Adjust as needed and record treadmill/bicycle load settings on
Exposure Day Exercise Data Form I
Rest Period 2 begins
9 0
09:25 | 08:55 Resting BP measured (SOP) —only one measurement (after 5 min rest O VS/BP #3
period). Record on Exposure Day Exercise Data Form
09:30 | 09:00 Exercise Period 3 begins. O
09:44 | 9:14 HR (and SpO2) measured (SOP). Record on Exposure Day Exercise
Daté Formp : ( ) P ’ u VSIBP #3
Adjust as needed and record treadmill/bicycle load settings on O
Exposure Day Exercise Data Form
09:45 | 09:15 Rest Period 3 begins. O
Page 2 of 5

Exposure Day Checklist Combined
Version B — 23DEC2012
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Al. Subject ID Label

MOSES Study

Exposure Day Check List (UNC, UR, UCSF)

A2. Date completed: _ - _ -

A3. Visit: [OEXP1 LIEXP2 LIEXP3 Center
Target Time Actual Done | Following
time SOP #
UNC UR/
UCSF

10:00 | 09:30 Exercise Period 4 begins. 0

10:13 | 09:43 Begin measuring minute ventilation. Continue measuring for 2 minutes. O MINVEN #5

10:14 | 09:44 HR (and Sp0O2) measured (SOP). Record on Exposure Day Exercise 0O VS/BP #3
Data Form

10:15 | 09:45 Record average of 14-15 minute ventilation data on Exposure Day 0O
Exercise Data Form
Adjust as needed and record treadmill/bicycle load settings on
Exposure Day Exercise Data Form I
Rest Period 4 begins 0

10:25 | 09:55 Resting BP measured (SOP) - only one measurement (after 5 min rest O VS/BP #3
period). Record on Exposure Day Exercise Data Form

10:30 | 10:00 Exercise Period 5 begins. O

10:44 | 10:14 HR (and Sp0O2) measured (SOP). Record on Exposure Day Exercise 0O VS/BP #3
Data Form
Adjust as needed and record treadmill/bicycle load settings on O
Exposure Day Exercise Data Form

10:45 | 10:15 Rest Period 5 begins 0

11:00 | 10:30 Exercise Period 6 begins. O

11:13 | 10:43 Begin measuring minute ventilation (SOP). Continue measuring for 2 O MINVEN #5
minutes.

11:14 | 10:44 HR (and Sp0O2) measured (SOP). Record on Exposure Day Exercise 0O VS/BP #3
Data Form

11:15 | 10:45 Record average of 14-15 minute ventilation data on Exposure Day
Exercise Data Form O
Record treadmill/bicycle load settings on Exposure Day Exercise Data 0
Form
Rest Period 6 begins 0O

11:20 | 10:50 Symptom Questionnaire filled out by Subject O

11:25 | 10.55 Prepare subject for Vital Sign measurements O VS/BP #3

Page 3 of 5

Exposure Day Checklist Combined
Version B — 23DEC2012
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Al. Subject ID Label

MOSES Study

Exposure Day Check List (UNC, UR, UCSF)

A2. Date completed: _ - _ -

A3. Visit: [EXP1 LIEXP2 LEXP3 Center
Target Time Actual Done | Following
time SOP #
UNC UR/
UCSF
11:30 | 11:00 Exposure ends.
Take Vital Signs (SOP) and record on Vital Sign and Blood Pressure O
Log — Exposure Day O
Subject exits the chamber
11:35 | 11:05 Subject lies quietly for 10 minutes for HRV measurements-—indicate O
exact start time ';ZOLTER #
11:45 | 11:15 Remove 3-lead ECG telemetry leads O
11:50 | 11:15 Spirometry is measured (SOP). Record on Spirometry Data Form 0 SPIR #6
12:15 | 11:45 Provide low fat lunch N
Subject sits in quiet room. Provide TV, radio, magazines or books
14:30 | 14:00 Subject I|es_qU|etIy for 10 minutes for HRV measurement—indicate O HOLTER #
exact start time 2
14:45 | 14:15 Perform phlebotomy (SOP) (left arm preferred)
O | PHLEB #12
Draw 4 mL in Blue top tube (discard) O
Draw 4.5 mL Blue top tube for Flow Cytometry, MP-TF, vWF O
Draw 4.5 mL Blue top tube for AssayGate N
Draw 4.5 mL Blue top tube for archiving O
Draw 4.0 mL in Lavender top tube for CBC and send to local clinical lab O
immediately
Fill out Pre- Exp- Post- Blood Tracking Form 0
15:00 | 14:30 Start preparing subjects for BAU procedure. Begin filling out the Case O
Report Form. (SOP) BAU #31
Subject rests in supine position in quiet room with rings, watch and
) U
phone off for 10 minutes.
Affix BP cuff on Left Arm. Affix small BP cuff on lower Right arm O
15:20 | 14:50 Perform BAU (right arm occluded under the cuff): flow- mediated .
Complete BAU Case Report Form O
Page 4 of 5

Exposure Day Checklist Combined
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Al. Subject ID Label

MOSES Study

Exposure Day Check List (UNC, UR, UCSF)

A2. Date completed: _ - _ -

A3. Visit: [EXP1 LIEXP2 LEXP3 Center
Target Time Actual Done | Following
time SOP #
UNC UR/
UCSF
If the BAU needs to be repeated (i.e. if the RH Doppler image does not 0
capture at least two full cardiac cycles demonstrating cuff release
effects on blood flow velocity) have the subject rest laying down for 20
minutes and then repeat the procedure. Begin filling out a new Case
Report Form
Affix BP cuff on Left arm. Affix small BP cuff on lower Right arm O
Perform BAU (right arm occluded under the cuff): flow- mediated N
Complete BAU Case Report Form N
15:50 | 15:20 Symptom questionnaire is filled out by subject O
15:55 | 15:25 Prepare subject for Vital Sign measurements O
VS/BP #3
16:00 | 15:30 Take Vital Signs and record on Vital Sign and Blood Pressure Log — O
Exposure Day
Check Holter leads, keep on 0
16:10 | 15:40 Provide instructions for the evening and the next morning including: no N
exercise, no alcohol, no prohibited medications or supplements, no
caffeinated beverages or chocolate, eat light dinner, no food after 7:30
AM tomorrow morning and avoid outdoor exposures. Do not shower or
take a bath (to protect the Holter instrument from damage) and do not
be close to microwave if it is in use.
16:15 | 15:45 Discharge subject to home O
Page 5 of 5

Exposure Day Checklist Combined
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MOSES Study

Vital Signs and Blood Pressure Log — Exposure Day

Al. Subject ID Label A2. Date completed: - -

A3. Visit: OEXP1 OEXP2 OEXP3
Time ot Time Taken | Temperature Braitpelng Heart Ellpil FIESEUE MAer[rr?othSUesde/d (aCn%morg'ﬁg;[lsal DE
(Optional) | (Optional) | Rate (i 3, SpO2) izl

Pre ORight OLeft

E)(Dﬂgzgig_ —_— —_— | O Automatic 0O Manual —_—
Pre ORight OLeft

Exposure— | __ . __ _— — | — O Automatic 0O Manual —_—
Pre ORight OLeft

Bxposure— | __ | — | — O Automatic O Manual —_—
Pre

Exposure —
Average

End of

Vital Signs and Blood Pressure Log — Exposure Day
Version A — 07MAY2012
This data will be entered into the database

ORight OLeft
Exposure- — — == SN U " —— O Automatic O Manual ——=
Discard
End of ORight OLeft
Exposure- | _ _ . _ _ SN [P | 0 Automatic 0O Manual _
End of ORight OLeft
Exposure- | __ . | . S e Sy S — O Automatic O Manual —_
End of
Exposure - [ .
Average

Page 1 of 2





Al. Subject ID Label

MOSES Study

Vital Signs and Blood Pressure Log — Exposure Day

A2. Date completed: - -

Exposure -
Average

Vital Signs and Blood Pressure Log — Exposure Day
Version A — 07MAY2012
This data will be entered into the database

A3. Visit: OEXP1 OEXP2 OEXP3
Time Point . Breathing e Blood Pressure Arm Used/ Comments DC
Time Taken | Temperature Rate sz'f[‘; ) Method Used (and optional initials
(Optional) (Optional) Sp02)

Post ORight OLeft

Exposure - [ [ - - —] O Automatic 0O Manual —

Discard

Post ORight OLeft

Bxposure -\ _ | — | — O Automatic O Manual —_—
Post ORight OLeft

Bxposure -\ _ | — | ——— | ———/——— | 5 Automatic O Manual ———
Post
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Al. Subject ID Label:

MOSES Study
Symptom Questionnaire

A2. Today's date: - -

Exposure 1 | L1Pre-Exposure LlIn Chamber | CJAfter Exposure | [ Post (day after) Exposure
Exposure 2 | L1Pre-Exposure L1 In Chamber | I After Exposure | [ Post (day after) Exposure
Exposure 3 | LIPre-Exposure L1 In Chamber | [ After Exposure | [1 Post (day after) Exposure

Please rate the severity of your symptoms on a scale indicated below. Circle the number.

0 = NONE

1 = TRACE/NOTICED
2 = MILD/LIGHT

3 = MODERATE

4 = SEVERE/HEAVY

(not present)

(barely detectable)
(present, but not annoying)

(present, but somewhat annoying)
(present and very annoying and painful)

Symptoms

NONE TRACE/

NOTICED

MILD/ MODER- | SEVERE/
LIGHT HEAVY

>
4
m

. Headache

1

4

. Nasal congestion/ stuffy nose

. Anxiety

. Phlegm or sputum production

. Nausea

. Chest tightness/pain on deep inspiration

. Unusual fatigue or tiredness

. Eye irritation

©| O Nl O O | W N =

. Shortness of breath

10. Sneezing

11. Cough

12. Wheezing/whistling in chest

13. Throat irritation

14. Sweating

15. Fast heart beat or pounding heart

16. Irregular heartbeat, skipped beats

17. Other

Ol O] O] O O] O] O] O] O] O] O] ©o| O] o] o| o| ©

e N N I

N[ N N N N NN N NN NN DN NN
Wl W W W W W W W W W W W W w w w w
N I I I L LI L L L L T B S B~

After exposure: (In chamber only)

Did you smell or taste anything unusual?

Do you think you were exposed to ozone gas today?

CYes
CYes

Symptom Questionnaire
Version A— 05MAR2012

CINo

LINo
Page 1 of 1

This data will be entered into the database






A1. Subject ID Label:
A2. Visit: 0 POS1
O POS2

O POS3

A3. Today’s Date:

MOSES Study

Holter Card Tracking Form

B1. Date Holter monitoring started: - -

B2. Date Holter monitoring ended: - -

Holter Card Tracking Form
Version A — 25MAY2012
This form will be entered into the database
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Al. Subject ID Label:

A3. Visit;: OSCRN

A4. Initials of data collector:

OEXP1 - Before Exposure OEXP1 - After Exposure
OEXP2 - Before Exposure

OEXPS3 - Before Exposure

MOSES Study

Spirometry Data Form

A2. Today's Date: - -

Ab.Start time of first maneuver

OPOS1
OEXP2 - After Exposure  OPOS2
OEXPS3 - After Exposure  OPOS3

B1l. Spirometry Trials

Trial | FVC FEV, FEF 25 -75% | Comments
In Liters In Liters In Liters per
Second
i _ . Ly _.__L|_.__ LPS
2. | . b} _.__b|_.__LPS
3. | _.__ b} _.__b|_.___LPS
4. | _ . _L{|__.___L{_.___ LPS
5 | _.__ b} _.__L|_.___LPS
6. | _.__ _Lj|__.__L|_.___LPS
7 |\ _._ vy _._ | _.__LPS
8 | _._ by _._ | __.___ LPS

Print output charts and enclose in subject’s study folder.

AT SCREENING ONLY

C1. Predicted Best % of Predicted % of Predicted must be =75 for
(From ADEPT) | (From ADEPT) inclusion (From ADEPT)
FVC
. L A AV T 2757 01 Yes -LNo
FEV,
_ . L A A LA A 2757 0Yes [No
C2: Best FEV1/FVC (From-ADEPT) > 0.65? (From ADEPT) .0'Yes EINo
Page 1 of 1

Spirometry Data Form
Version A — 16APR2012
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Al. Subject ID Label:

A4. Exposure:

Target ventilation (BTPS) - Fill in targets from Training Day Exercise Form: Lower Target Vg

LEXP1 [LEXP2 [LEXP3

Target HR (80% max. pred)

MOSES Study
Exposure Day Exercise Data Form

A2. Today’s date: - -

A5. [dFacemask OR [1Mouth piece

A3. Initials of data collector:

L/min Upper Target Vg L/min

Exposure Day Exercise Form
Version A—100CT2012
This data will be entered into the database

Treadmill Bike
Ve
HR t
. Relative . KMPH/M | Slope Avg Last BP Commgn S
Period Actual Time WATTS | RPM (bpm) d opt |
Time PH % Min Ven (mmHg) (and optiona
. Sp0y)
(L/min)
00 Subject begins exercise. Set treadmill/bicycle load settings obtained during training

EX1 ' and/or previous exposure visits. Record settings below.

EX1 0:0

EX 1 0:7:30 Instruct Subject to get on mouthpiece, nose clip ON

EX 1 0:8 Begin recording minute ventilation

EX 1 0:9

EX 1 0:10

EX 1 0:10 Instruct Subject to get off mouthpiece, nose clip OFF

EX 1 0:12:30 Instruct Subject to get on mouthpiece, nose clip ON

EX 1 0:13 Begin recording minute ventilation

EX 1 0:14

EX 1 0:15 :

EX 1 0:15 - Instruct Subject to get off mouthpiece, nose clip OFF

RE1 0:15 STOP AND REST

Page 10of3





MOSES Study
Exposure Day Exercise Data Form

Al. Subject ID Label: A2. Today'sdate: __ - -
Treadmill Bike
. Relative : KMPH/M | Slope AngEast R BP Comme"nts
Period Time Actual Time PH % WATTS | RPM Min Ven (bpm) TR (andsg%t;)onm
(L/min)
EX2 0:30 ___: | Subject begins exercise
EX2 0:42:30 -I Instruct Subject to get on mouthpiece, nose clip ON
EX2 0:43 . | Beginrecording minute ventilation
EX2 0:44
EX2 0:45
EX2 0:45 - Instruct Subject to get off mouthpiece, nose clip OFF
RE2 0:45 STOP AND REST
RE2 0:55 . | Measureblood pressure | g
EX3 1:00 .| Subject begins exercise
EX3 114 :
RE3 1:15 : STOP AND REST
EX4 1:30 .| Subject begins exercise
EX4 1:42:30 -I Instruct Subject to get on mouthpiece, nose clip ON
EX4 1:43 . | Beginrecording minute ventilation
EX4 N
EX4 1:45
Page 2 of 3

Exposure Day Exercise Form
Version A—100CT2012
This data will be entered into the database





Al. Subject ID Label:

MOSES Study

Exposure Day Exercise Data Form

A2. Today'sdate: -

Exposure Day Exercise Form
Version A—100CT2012

This data will be entered into the database

Treadmill Bike
. Relative : KMPH/M | Slope AngEast R BP Comme"nts
Period Time Actual Time PH % WATTS | RPM Min Ven (bpm) TR (andsg%t;)onm
(L/min)
EX4 1:45 -I Instruct Subject to get off mouthpiece, nose clip OFF
RE4 1:45 | . | STOPANDREST
REA4 1:55 __ . | Measure blood pressure | 4
EX5 2:00 Subject begins exercise
EX5 2:14
RES 2:15 STOP AND REST
EX6 2:30 Subject begins exercise
EX6 2:42:30 Instruct Subject to get on mouthpiece, nose clip ON
EX6 2:43 . | Beginrecording minute ventilation
EX6 2:44
EX6 2:45
EX6 2:45 Instruct Subject to get off mouthpiece, nose clip OFF
RE6 245 | . | STOPANDREST
RE6 2:50 . | Symptom Questionnaire
RE6 3:00 .| Exposure ends — Measure Vital Signs
Page 3 of 3






Al. Subject ID Label:

MOSES Study
Symptom Questionnaire

A2. Today's date: - -

Exposure 1 | L1Pre-Exposure LlIn Chamber | CJAfter Exposure | [ Post (day after) Exposure
Exposure 2 | L1Pre-Exposure L1 In Chamber | I After Exposure | [ Post (day after) Exposure
Exposure 3 | LIPre-Exposure L1 In Chamber | [ After Exposure | [1 Post (day after) Exposure

Please rate the severity of your symptoms on a scale indicated below. Circle the number.

0 = NONE

1 = TRACE/NOTICED
2 = MILD/LIGHT

3 = MODERATE

4 = SEVERE/HEAVY

(not present)

(barely detectable)
(present, but not annoying)

(present, but somewhat annoying)
(present and very annoying and painful)

Symptoms

NONE TRACE/

NOTICED

MILD/ MODER- | SEVERE/
LIGHT HEAVY

>
4
m

. Headache

1

4

. Nasal congestion/ stuffy nose

. Anxiety

. Phlegm or sputum production

. Nausea

. Chest tightness/pain on deep inspiration

. Unusual fatigue or tiredness

. Eye irritation

©| O Nl O O | W N =

. Shortness of breath

10. Sneezing

11. Cough

12. Wheezing/whistling in chest

13. Throat irritation

14. Sweating

15. Fast heart beat or pounding heart

16. Irregular heartbeat, skipped beats

17. Other

Ol O] O] O O] O] O] O] O] O] O] ©o| O] o] o| o| ©

e N N I

N[ N N N N NN N NN NN DN NN
Wl W W W W W W W W W W W W w w w w
N I I I L LI L L L L T B S B~

After exposure: (In chamber only)

Did you smell or taste anything unusual?

Do you think you were exposed to ozone gas today?

CYes
CYes

Symptom Questionnaire
Version A— 05MAR2012

CINo

LINo
Page 1 of 1

This data will be entered into the database






MOSES Study
Pre- Exp- Post- Blood Tracking Form

Al. Subject ID Label: A2. Visit: LIPRE1 LIEXP1 [IPOS1
LOPRE2 LEXP2 [IPOS2
A3. Collection & Processing Date: - - [IPRE3 CIEXP3 OPOS3
B1. Details:
Collection Processing

Tube Yes | No | Reason (if N) | Time
/[ Comments
Discard
Platelet Activation/MP- . U Tube #1 Yes | No | Reason (if N) / Comments
Ezlstlijn?elzrzc(glruind# il)WF To Flow Cytometry Lab | o
’ MP-TF tube #1 O o
MP-TF tube #2 O O
MP-TF tube #3 O O
MP-TF tube #4 O o
MP-TF tube #5 O o
VWFEM tube #1 o o
VWFM tube #2 O O
VWFM tube #3 O O
VWFEM tube #4 o o
VWFEM tube #5 o o
Soluble markers (Blue, O O Tube #2 Yes | No | Reason (if N) / Comments
#2) For Soluble Markers o o
Archive (Blue, #3) O O Tube #3 Yes | No | Reason (if N) / Comments
Plasma microtube #1 o o
Plasma microtube #2 o o
Plasma microtube #3 ] O
CBC/differential/platelet O O Tube #4 Yes | No | Reason (if N) / Comments
(Lavender, #4) To Clinical Lab ] O

Page 1of 1
Pre- Exp- Post- Blood Tracking Form
Version B — 23MAY?2012
This form will be entered into the database





MOSES Study

Brachial Artery Ultrasound Case Report Form

Section A.

Al. Subject ID Label: A2. Visit: o PRE1 oEXP1
A3. Initials of Sonographer: o PRE2 o EXP 2
A4. Date: - - o PRE3 o EXP 3
Section B B1. DOB: - - B2. Gender: OMale OFemale

B3. Arrival Timeto FMD:

Section C - Assessment
C1. Distance from Antecubital Crease: (cm):

C2. Approach: []Medial [ ] Lateral []Perpendicular
C3. Angle to Skin (degree — measured with protractor):

B4. Tape/CD #

C4. Vessel and focus depth (cm): C5. TGC aligned at __ . ___cm from the left
C6. Anatomic landmarks:

Section D - Recording Times
D1. Time of recording (hr: min: sec)

a. Baseline

b. Cuff inflation

C. @ 5 min

d. @30 sec post CD

€. @ 45 sec post CD

f. @ 60 sec post CD

g. @ 75 sec post CD

h. @ 90 sec post CD

i. @ 105 sec post CD

j. @ 120 sec post CD

Section E. Blood Pressure and Heart Rate
El.a. BSLBP / b. Heart Rate _

E3. HR on RE BSL Doppler Image ____

E2. HR on BSL Doppler Image ____

E4. HR on RH Doppler Image _

E5. a. Post RH BP / b. Heart Rate =

E6. Comments:

Page 1 of 1
Brachial Artery Case Report Form
Version A — 14FEB2013
This data will not be entered into the database





Al. Subject ID Label:

A2. Visit: O PRE1
O PRE2

O PRE3

A3. Date performed:

B1. BAU Tape/CD # assigned:

MOSES Study

BAU Tracking Form

OEXP1
O EXP2

O EXP3

BAU Tracking Form
Version A — 30MAY2012
This form will be entered into the database
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Al. Subject ID Label:

MOSES Study
Symptom Questionnaire

A2. Today's date: - -

Exposure 1 | L1Pre-Exposure LlIn Chamber | CJAfter Exposure | [ Post (day after) Exposure
Exposure 2 | L1Pre-Exposure L1 In Chamber | I After Exposure | [ Post (day after) Exposure
Exposure 3 | LIPre-Exposure L1 In Chamber | [ After Exposure | [1 Post (day after) Exposure

Please rate the severity of your symptoms on a scale indicated below. Circle the number.

0 = NONE

1 = TRACE/NOTICED
2 = MILD/LIGHT

3 = MODERATE

4 = SEVERE/HEAVY

(not present)

(barely detectable)
(present, but not annoying)

(present, but somewhat annoying)
(present and very annoying and painful)

Symptoms

NONE TRACE/

NOTICED

MILD/ MODER- | SEVERE/
LIGHT HEAVY

>
4
m

. Headache

1

4

. Nasal congestion/ stuffy nose

. Anxiety

. Phlegm or sputum production

. Nausea

. Chest tightness/pain on deep inspiration

. Unusual fatigue or tiredness

. Eye irritation

©| O Nl O O | W N =

. Shortness of breath

10. Sneezing

11. Cough

12. Wheezing/whistling in chest

13. Throat irritation

14. Sweating

15. Fast heart beat or pounding heart

16. Irregular heartbeat, skipped beats

17. Other

Ol O] O] O O] O] O] O] O] O] O] ©o| O] o] o| o| ©

e N N I
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After exposure: (In chamber only)

Did you smell or taste anything unusual?

Do you think you were exposed to ozone gas today?

CYes
CYes

Symptom Questionnaire
Version A— 05MAR2012

CINo

LINo
Page 1 of 1

This data will be entered into the database






Al. Subject ID Label A2. Date completed: -

MOSES Study

Post-Exposure Day Check List

A3. Visit: [POS1 POS2 [IPOS3

Time

Done

Following
SOP #

Target Actual

08:00

Subject arrives at the clinic.

Make sure that the time on the Holter Clock matches the time on
the lab clock. The time recorded on the checklist must be the
actual time that appears on the Holter Clock.

08:05

Ask Subject what time they last ate. Record

08:10

Prepare subject for Vital Signs

VS/BP PRE,
EXP, POS

08:15

Take Vital Signs. (SOP) Record on Vital Signs and Blood
Pressure — Pre and Post Data Form

#3

08:20

Symptom questionnaire is filled out by subject

08:30

Subject lies quietly for 10 minutes -—indicate exact start time

HOLTER #
22

Remove Holter Monitor leads. Fill out Holter Card Tracking Form

08:50

Phlebotomy (left arm preferred)

PHLEB #12

Draw One Blue top tube (discard)

Draw 4.5 mL Blue top tube for Flow Cytometry, MP-TF, vWF

Draw 4.5 mL Blue top tube for AssayGate

Draw 4.5 mL Blue top tube for archiving

Draw 4.0 mL in Lavender top tube for CBC and send to local
clinical lab immediately

O oo ;oo|o|o)\o|ojoo|id

Fill out Pre- Exp- Post- Blood Tracking Form

09:10

Do spirometry - Record spirometry on Spirometry Data Form

O

SPIR #6

09:30

Start sputum induction procedure (SOP)

O

SPUTUM #7

May provide snack

10:15

Physician evaluates and approves discharge (can be done at any
time during the visit)

Have PES ready and fill out PES Tracking Form in ADEPT

Make next exposure visit appointment (if this is POS 1 or POS 2).
Date: - -

10:30

Discharge subject to home (unless this is the last visit)
e PES and Subject Instruction for Use of PES

¢ Subject Instructions Before Pre-Exposure Visit
e MOSES Activity Diary and Subject Instruction for Activity Diary.

O oOio|a

Post-Exposure Day Checklist
Version A — 24MAY 2012
This form will not be entered into the database

Pagelof1l






Al. Subject ID Label

MOSES Study
Post-Exposure Day Check List

A2. Date completed:

A3. Visit: [POS1 [IPOS2 [IPOS3
Time Done | Following
SOP #
Target Actual
Ship Holter card to U Rochester core laboratory O
Ship BAU images to UCSF core laboratory m
Page 20of1

Post-Exposure Day Checklist
Version A — 24MAY 2012
This form will not be entered into the database






MOSES Study
Vital Signs and Blood Pressure — PRE and POST Data Form

Al. Subject ID Label: A2. Visit: O PRE1 OPOS1
A3. Initials of data collector: O PRE2 OPOS2
A4.Today's date: - - O PRE3 OPOS3
Vital Signs

Use right arm for BP. For procedure details see SOP.

B1. Time Seated:

B2. Temperature: . °C (Normal range: 36.5 —37.5°C) (Temperature is optional)
B3. Breathing Rate: _ bpm (Normal range: 12 - 20 bpm)

Blood Pressure

Cl1. Time | C2a/b .BIP—mmHg | C3. Heart Rate - bpm | C4. Method
This first set of measurements are omitted from the Data base. DO NOT ENTER THEM

O Automatic BP
I S - O Manual BP

The above measurements are omitted from the Data base. DO NOT ENTER THEM

The measurements below are entered into the database.

O Automatic BP
i I S - O Manual BP

O Automatic BP
i I S - O Manual BP

Record the average BP from ADEPT
Averages: /

C5. Comments:

PRE-EXPOSURE Only
C6. Has the physician cleared this subject to continue: O Yes O No

Page 1 of 1
Vital Signs and Blood Pressure — PRE and POST Data Form
Version A — 07MAY2012
This data will be entered into the database





Al. Subject ID Label:

MOSES Study
Symptom Questionnaire

A2. Today's date: - -

Exposure 1 | L1Pre-Exposure LlIn Chamber | CJAfter Exposure | [ Post (day after) Exposure
Exposure 2 | L1Pre-Exposure L1 In Chamber | I After Exposure | [ Post (day after) Exposure
Exposure 3 | LIPre-Exposure L1 In Chamber | [ After Exposure | [1 Post (day after) Exposure

Please rate the severity of your symptoms on a scale indicated below. Circle the number.

0 = NONE

1 = TRACE/NOTICED
2 = MILD/LIGHT

3 = MODERATE

4 = SEVERE/HEAVY

(not present)

(barely detectable)
(present, but not annoying)

(present, but somewhat annoying)
(present and very annoying and painful)

Symptoms

NONE TRACE/

NOTICED

MILD/ MODER- | SEVERE/
LIGHT HEAVY

>
4
m

. Headache

1

4

. Nasal congestion/ stuffy nose

. Anxiety

. Phlegm or sputum production

. Nausea

. Chest tightness/pain on deep inspiration

. Unusual fatigue or tiredness

. Eye irritation

©| O Nl O O | W N =

. Shortness of breath

10. Sneezing

11. Cough

12. Wheezing/whistling in chest

13. Throat irritation

14. Sweating

15. Fast heart beat or pounding heart

16. Irregular heartbeat, skipped beats

17. Other

Ol O] O] O O] O] O] O] O] O] O] ©o| O] o] o| o| ©

e N N I

N[ N N N N NN N NN NN DN NN
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After exposure: (In chamber only)

Did you smell or taste anything unusual?

Do you think you were exposed to ozone gas today?

CYes
CYes

Symptom Questionnaire
Version A— 05MAR2012

CINo

LINo
Page 1 of 1

This data will be entered into the database






MOSES Study
Pre- Exp- Post- Blood Tracking Form

Al. Subject ID Label: A2. Visit: LIPRE1 LIEXP1 [IPOS1
LOPRE2 LEXP2 [IPOS2
A3. Collection & Processing Date: - - [IPRE3 CIEXP3 OPOS3
B1. Details:
Collection Processing

Tube Yes | No | Reason (if N) | Time
/[ Comments
Discard
Platelet Activation/MP- . U Tube #1 Yes | No | Reason (if N) / Comments
Ezlstlijn?elzrzc(glruind# il)WF To Flow Cytometry Lab | o
’ MP-TF tube #1 O o
MP-TF tube #2 O O
MP-TF tube #3 O O
MP-TF tube #4 O o
MP-TF tube #5 O o
VWFEM tube #1 o o
VWFM tube #2 O O
VWFM tube #3 O O
VWFEM tube #4 o o
VWFEM tube #5 o o
Soluble markers (Blue, O O Tube #2 Yes | No | Reason (if N) / Comments
#2) For Soluble Markers o o
Archive (Blue, #3) O O Tube #3 Yes | No | Reason (if N) / Comments
Plasma microtube #1 o o
Plasma microtube #2 o o
Plasma microtube #3 ] O
CBC/differential/platelet O O Tube #4 Yes | No | Reason (if N) / Comments
(Lavender, #4) To Clinical Lab ] O

Page 1of 1
Pre- Exp- Post- Blood Tracking Form
Version B — 23MAY?2012
This form will be entered into the database





Al. Subject ID Label:

A3. Visit;: OSCRN

A4. Initials of data collector:

OEXP1 - Before Exposure OEXP1 - After Exposure
OEXP2 - Before Exposure

OEXPS3 - Before Exposure

MOSES Study

Spirometry Data Form

A2. Today's Date: - -

Ab.Start time of first maneuver

OPOS1
OEXP2 - After Exposure  OPOS2
OEXPS3 - After Exposure  OPOS3

B1l. Spirometry Trials

Trial | FVC FEV, FEF 25 -75% | Comments
In Liters In Liters In Liters per
Second
i _ . Ly _.__L|_.__ LPS
2. | . b} _.__b|_.__LPS
3. | _.__ b} _.__b|_.___LPS
4. | _ . _L{|__.___L{_.___ LPS
5 | _.__ b} _.__L|_.___LPS
6. | _.__ _Lj|__.__L|_.___LPS
7 |\ _._ vy _._ | _.__LPS
8 | _._ by _._ | __.___ LPS

Print output charts and enclose in subject’s study folder.

AT SCREENING ONLY

C1. Predicted Best % of Predicted % of Predicted must be =75 for
(From ADEPT) | (From ADEPT) inclusion (From ADEPT)
FVC
. L A AV T 2757 01 Yes -LNo
FEV,
_ . L A A LA A 2757 0Yes [No
C2: Best FEV1/FVC (From-ADEPT) > 0.65? (From ADEPT) .0'Yes EINo
Page 1 of 1

Spirometry Data Form
Version A — 16APR2012
This form will be entered into the database






Al

A2.

A3.

B1.

B2.

B3.

B4.

BS.

B6.

B7.

B8.

MOSES Study

Sputum Supernatant and Slide Tracking Form

Subject ID Label:

Visit: O POST 1
O POST 2
O POST 3
Today's Date: I

Enter if the Supernatant Aliquot Tube # 1 was obtained

a. Supernatant Aliquot Tube 1 Volume:

Enter if the Supernatant Aliquot Tube # 2 was obtained

a. Supernatant Aliquot Tube 2 Volume:

Enter if the Supernatant Aliquot Tube # 3 was obtained

a. Supernatant Aliquot Tube 3 Volume:

Enter if the Cytospin Stained Slide # 1 was obtained

Enter if the Cytospin Stained Slide # 2 was obtained

Enter if the Cytospin UnStained Slide # 1 was obtained

Enter if the Cytospin UnStained Slide # 2 was obtained

O Yes 0O No
O Yes 0O No
O Yes 0O No
O Yes 0O No
O Yes 0O No
O Yes 0O No
O Yes 0O No

Record any information that may be pertinent to the processing of the sputum specimens.

Enter -1 if none.

Sputum Supernatant and Slide Tracking Form

Version A — 25MAY2012

This form will be entered into the database

Pagelof1





MOSES Study — Subject Instructions

/ at

Your nextvisitison ____ /

Please do the following in preparation:

Startingon _ _ /__ /__ _ _ (oneweek before your visit) please avoid aspirin, ibuprofen,

naproxen, multivitamins, vitamin C, vitamin E, antihistamines, antioxidants, decongestants, fish
oil, niacin, arginine, Viagra, Cialis, and Levitra.

Three days before cominginon ____ / /| please put on the Personal Exposure

Monitor (PES) at 12:00 noon. We will take it off on the day that you come in for your study visit.
The attached set of instructions describes the specific instructions for the PES.

While you are wearing the exposure monitor, please remember to fill out the activity diary.
Please refer to the attached instructions for completing the diary.

Please call us with any changes in your health or medication. This includes receiving shots,
getting a cold or the flu or seeing a doctor for anything but a routine visit.

Please remember, you are allowed caffeine on the morning that you come in for your study visit,
but you will need to avoid any caffeinated beverage after that. You will also need to abstain
from alcoholic beverages for three days beginning on the day that you come in for your visit.
Finally, on the morning that you come in, you are to avoid strenuous exercise and heavy lifting.

You will receive a reminder call 4 — 5 days before your scheduled visit.

If you have any questions, call

Subject Instructions
Version A — 25JAN2012
This form will not be entered into the database





MOSES

Subject instructions for use of the personal exposure sampler (PES)

You will be given a zip-lock bag containing:

(1) a plastic backing with a clip,

(2) a plastic vial that contains a resealable bag and the PES (and a small gel packet) inside of it.
The PES consists of a pin-clip holder that holds a barrel (or body of the sampler).

(3) Time Activity Diary daily forms (see separate instruction sheet).

Put the zip-lock bag (with its content) in the refrigerator as soon as possible after leaving
the clinic and leave it there until the 3™ day before your exposure visit. You will receive a
call to remind you.

START WEARING THE PES at 12:00 noon of the 3rd day before the exposure visit

1. When it is time for you to start wearing the PES, open the zip lock bag and empty its content.

2. Open the vial and remove the PES from the resealable bag. Do not touch the ends of the PES
barrel. Only touch the pin-clip holder.

Pin-clip holder

Barrel

Brown vial with PES inside resealable bag PES consisting of a badge that holds the barrel

3. Replace the re-sealable bag (with the gel packet still inside) in the brown storage vial and
tighten cap securely.

4. Put the vial in the zip lock bag. Keep the bag in a safe place as you will need to bring it to the
clinic.

5. Secure the PES to the plastic backing as follows (see picture below): clip the pin-clip holder
onto the wire tie loop of the backing so that the PES barrel (with little round holes on two
ends) is in the middle of the backing. The air diffuses through the holes to the coated filters
inside, so placing the PES barrel in the center of the backing (as shown in the picture below)
minimizes losses on clothing.

6. Attach the backing to your clothes: If there is a pocket on the clothing at the height of your
chest, use the clip to attach the backing. If not, use the safety pin on the clip to attach it.

Subject Instructions for Using the PES
Version 1- 02MAR2012
Page 1 of 2





7.

10.

 sampling
| badge with a clip PES barrel

4™

Backup plate with a clip

On the Time Activity Diary, indicate the date and time you start wearing the PES; check off
each hour you wear it in the Monitor column. If you do not wear it for a time period, please
record where the device was and why you did not wear it in the NOTES column. Keep the
diary with you or near you at all times.

You should not wear the PES, or bring it in the bathroom, if you take a shower (or bath). You
should not wear the PES while in bed (i.e., at night), taking a nap, or participating in an
activity where the monitor could break. When not worn, place the backing plate with the
sampler facing up on a table outside the bathroom or near the bed, or close to where you are
doing the activity.

Do not allow the PES to get wet outside in the rain, snow or heavy fog. Also do not allow the
PES to be at temperatures below freezing. In all these instances wear the PES under a jacket
or a coat.

Continue wearing the PES until you arrive at the clinic for the pre-exposure visit. Bring (1)
the Activity Diary forms and (2) the plastic bag with the brown vial with the resealable bag
inside to the clinic. It will be needed to store the PES until it is sent to the lab for analysis.

Subject Instructions for Using the PES
Version 1- 02MAR2012
Page 2 of 2





MOSES Study

PES Tracking Form
Al. Subject ID Label:
A4. Visit assigned at:
O Training
O POST1

O POST2

A2. Date assigned: - -

A3. PES ID assigned: {Site Abbreviation} MOSES

Pagelof1

PES Tracking Form
Version A — 04MAY2012
This form will be entered into the database





MOSES

Subject Instruction for Filling Out the Activity Diary

Please carry the diary with you during the day and fill out the times when you change from
one of these locations to another and from one activity to another.

1.

TIME column.

The time column shows the time breakdown into 1 hour increments. On the first day, start
filling the diary at 12:00 noon, the time when you should put on the personal sampler.
Please note the exact date/time when you first wear it. On the other 3 days start filling the
diary at 6:00 AM.

MONITOR column

Mark the boxes corresponding to the times when you are wearing the personal exposure
sampler. If you are only wearing it for any portion of that hour, check the box for that hour.
Explain in the NOTES section all the way to the right of the Diary where the sampler is at a
given time if it is not being worn. Make sure it is as near you as possible. (See also
instructions for wearing the Personal Exposure Sampler)

LOCATION columns
Here you are asked to record where you are during each hour.

3.1 If you are traveling check whether it is by foot, bicycle/bike, motorcycle, car/taxi,
bus, or train/subway. If you are traveling by a method (e.g. foot, bike, etc.) any
portion of that hour check the box for that hour. You might have to check off
multiple “traveling by” boxes for that hour if you use different means of
transportation. If you are in transit for less than one hour, indicate the transit period
in the NOTES column.

3.2 If you are currently at home, at work, or other places specify the location and
whether you are indoor or outdoor. If you are in a location for any portion of an
hour, you should check that box for the whole hour. You might have to check off
multiple “I am currently at” boxes for the same hour.

a) “Home - Indoors” should be checked whenever you are inside the home,
(including the garage or basement) or anywhere inside an apartment building
(including the laundry room).

b) “Work — Indoors” should be checked when you are at work

c) “Other place” refers to the time spent in other indoor or outdoor locations (a
friend’s house, a park, a restaurant, a shopping mall, a church, a grocery store,
a gym, a movie theater, a stadium, a rink, a church.

d) “Outside” should be checked whenever you are outside of your own home
(“Home - Qutside”) or a neighbor’s home (“Other place — Outside™). This
column would also refer to time spent on a porch, patio, or balcony. If you

Subject Instruction for Filling Out the Activity Diary
Version 1 - 23MAR2012
Page 1 of 2





travel to a neighbor’s house and walk outside to do so, then “traveled, by foot”
should also be checked.

ACTIVITIES columns

4.1 Here you are asked to indicate what you are doing in a location during each hour.
If you do more than one activity in a 1-hour period, check all the appropriate boxes.
Examples of which activities should be noted include sleeping, eating, watching
TV, exercising, sweeping/dusting/vacuuming, painting/welding (and also sawing
wood and sanding), and cooking.

4.2 Information about cooking and cleaning activities is strongly desired. We are
particularly interested in the type of cooking, such as frying, grilling, broiling,
toasting, barbecuing, etc., which should be noted in the NOTES column.

4.3.Please identify the person doing the cooking or cleaning activity for each entry in
the NOTES column.

SMOKING column. Fill out this column if someone is smoking the room you are in
during any portion of that hour.

HEATING AND COOLING columns

You should fill this column if you are in a room with a kerosene heater or a wood stove
on or with a live fire. Please abstain from lighting a fire while you are wearing the
personal exposure sampler to avoid exposure to smoke.

Subject Instruction for Filling Out the Activity Diary
Version 1 - 23MAR2012
Page 2 of 2





Multicenter Ozone Study in Elderly Subjects
ACTIVITY DIARY

Subject ID:

Date/Time directed by Technician to start wearing personal sampler

MM/ DD/ YY HH : MM AM /PM
Date of this report: Date/Time_you First put on the personal sampler: I A A I
MM/ DD/ YY HH MM AM/PM
Please check all the circles in the table that apply to you. If during any portion of the indicated time period, the item/activity occurred, please check the box.
MONITOR LOCATION ACTIVITIES HEATING COOLING
I am travelling by... I am currently at... lam... Someone
lam train sweeping, painting, watching is laminaroom | laminaroom | |aminaroom
wearing my motor-| car/ or home work other place | cooking exercising, or|  dusting, welding, |TV, reading, | eatinga | smoking | beingheated | beingheated | being cooled
personal | foot | bike| cycle | taxi | bus sub- or near sleeping | other t)_/pe of | vacuuming (at | (at work or | sitting at meal or in the by a by a vyoodstove by an air NOTES
TIME sampler* way | inside | outside | inside | outside | inside | outside cooking exertion  [work or home)*|  home) desk snack | sameroom | kerosene heater| or fireplace conditioner
AM  6:00-6:59 ) o | o o o ) o o o o o o o o o o
AM  7:00-7:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  8:00-8:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  9:00-9:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  10:00-10:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  11:00-11:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  12:00-12:59 o o | o o o o o o o o o o o o o o o o o o o o o o
PM  1:00 - 1:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  2:00 - 2:59 o o | o o o o o o o o o o o o o o o [e) [e) [e) o o o) o
PM  3:00 - 3:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  4:00 - 4:59 o o | o o o o o o o o ) o o o o o o [e) [e) [e) o o o) o
PM  5:00 - 5:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  6:00 - 6:59 o o | o o o o o o o o o o o o o o o o o o o o o o
PM  7:00 - 7:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  8:00 - 8:59 o o | o o o o o o o o o o o o o o o o o o o o o) 6]
PM  9:00 - 9:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
PM  10:00 - 10:59 o o | o o o o o o o o o o o o o o o o o o) 6] o o 6]
PM  11:00 - 11:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  0:00-0:59 ) o | o o o o o o ) o o ) o ) o o o o o o 6] o o) 6]
AM  1:00-1:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  2:00-2:59 o o | o o o o o o o o o o o o o o o o o o o o o o
AM  3:00-3:59 o o | o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o
AM  4:00-4:59 ) o | o o o ) o ) ) o o ) o ) ) o o o o o o o o o
AM  5:00-5:59 o o| o o} o} o o o} o} o o o} o o} o} o o o} o} o} o o o} o

* If you are not wearing the sampler, please explain in the NOTES column where you put the sampler.

Explanatory notes:
"l am traveling" column - include time spent waiting for bus, etc.

""Home, inside"" column - include garage, basement, laundry room
""Home, outside" column - include yard, garden, patio, porch
""Other place, inside'" column - include shopping mall, supermarket, restaurant, neighbor's home, movie theater, indoor stadium, rink, church

"I am, cooking" column - include outside barbecue (BBQ)
"'l am, exercising" column - include playing sports (baseball, soccer, etc.)
"'l am, painting, welding"* column - include working on a hobby, e.g., sawing wood, sanding, etc.

For more information see the Subject Instructions for Flling Out the Activity Diary

Version 1 - 20APR2012






		List of Forms for Pre Exp Post Portfolio

		Pre Exp Pos
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		BEFORE

		PRE

		1. Pre-Exposure Day Check List 23DEC2012

		2. PES Return and Process 25MAY2012

		3. Randomization Assignment Exposure Level 16May2012 (example)

		4. Pre-Exposure Health Questionnaire 01MAR2012

		5. Vital Signs and Blood Pressure- PRE and POST Data 07MAY2012

		6. Pre- Exp-Post-Blood Tracking Form v B 23MAY2012

		7. Brachial Artery Ultrasound Case Report Form 14FEB2013

		8. BAU Tracking Form 30MAY2012



		EXP

		1. Exposure Day Checklist Centers Combined 23DEC2012

		2. Vital Signs and Blood Pressure Log- Exposure Day 07MAY2012

		3. Symptom Questionnaire 05MAR2012
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		5. Spirometry Data Form 16APR2012
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		7. Symptom Questionnaire 05MAR2012
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		2. Vital Signs and Blood Pressure- PRE and POST Data 07MAY2012
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		5. Spirometry Data Form 16APR2012

		6. Sputum Supernatant and Slide Tracking Form 25MAY2012

		7. Subject Instructions before Exposure Visit 25JAN2012

		8. Subject instructions for use of PES 23MAR2012

		9. PES Tracking Form 04MAY2012

		o10. Subject Instruction for Filling Out the Activity Diary 23MAR2012

		o11. MOSES Activity Diary 20APR2012

		TAD










2.3 Additional Materials 2. General Forms Subject
Packet





GENERAL FORMS 02JUL2013 Page 3

1 Unenrolled Subject Tracking Form 21JUN2012

Adverse-EventReportForm-11APR2012
2 Adverse Event Report Form 24DEC2012

3 BMI Table Metrics System

4 Ultra Sound Maintenance Tracking Form 31JAN2012

PES Fi Shiooi ( ) 22)une2012
5 PES Filters Chain of Custody (shipping) Log 02JUL2013

6 Spirometry -NHANES Il FEV1 reference values accessed 12 15 11

7 Protocol Deviation Form 010CT2012
8 Subject Withdrawal Form 010CT2012

9 AssayGateService Order Form 19DEC2012

Note

change 170CT2012

Change 02JAN2012

Change 02JUL2013

NEW
NEW

Grade 2 event
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MOSES Study
Unenrolled Subject Tracking Form

This form is to be used for subjects NOT receiving a Study ID number.

Site: 1 UCSF [0 UR [ UNC

Date Disposition Disposition and Comments DC Inits
Enter a disposition from list below.
If INEL, enter question # subject screened out on the
Initial Phone Screen.
If OTH - enter any pertinent additional info.
Dispositions

NOCON = Not able

to contact

NOSHO = Scheduled for

screen but no show

NOINT = Not Interested INEL = Ineligible at Initial
Phone Screen

OTH = Other

Directions — At the end of every calendar quarter or when page is full, scan and email
to MOSES@NERIScience.com.

MOSES — Unenrolled Subject Tracking Form
Version A — 21JUN2012

Page 1 of 1





MOSES Study
Adverse Event Report Form

Al. Subject ID Label
A2. Date site became aware of the AE: -

General Adverse Event Information

B1. Is this an initial or follow-up adverse event report?
[ Initial [] Follow Up
B2. AE Number (Populated from ADEPT)
B3. | What is the adverse event term? USE MEDDRA TO POPULATE
B4. What is the date the adverse event started?
B5. Time when the adverse event started - -
B6. Is the adverse event still ongoing?
[JYes [INo
B7. What date did the adverse event end?
B8. At what time did the adverse event end? -1
BO. Enter descriptive narrative:

Page 1 of 2

Adverse Event Report Form
Version A — 24DEC2012
This form will be entered into the database






MOSES Study
Adverse Event Report Form

Al. Subject ID Label
A2. Date site became aware of the AE: - -

Adverse Event Severity and Associations

C1. What was the severity of the adverse event?
[] Mild (Grade 1) - transient mild discomfort; no limitation activity; no medical intervention or
therapy required.

[] Moderate (Grade 2) - mild to moderate limitation in activity, some assistance may be needed;
minimal noninvasive intervention or therapy (such as over-the-counter medication, application of
ice, etc.) is allowed.

[] Severe (Grade 3) - marked limitation in activity; some assistance required; medical intervention
or therapy required, hospitalization possible.

] Life threatening (Grade 4) - extreme limitation in activity, significant assistance required;
significant medical intervention or therapy required; hospitalization probable.

c2. What was the relationship between the adverse event | [] Definitely related
d the study treat t
an @ study treatment(s) ] Probably related

[] Possibly related
] Not related

C3. Did the adverse event result in hospitalization? []Yes []No

C4. Did the adverse event result in death? []Yes []No

AE Actions and Outcomes

D1. What action was taken with study treatment? [] Study treatment/procedure stopped

[] Study procedure/treatment
temporarily stopped and restarted

] No action taken

] Other
D2. What other action was taken in response to this adverse event?
D3. What was the outcome of this adverse event? [ ] Recovered/resolved without sequelae

[] Recovering/resolving
] Not recovered/not resolved

[ ] Recovered/resolved with sequelae

] Fatal
] Unknown
D4. Did the adverse event cause the subject to be
discontinued from the study? []Yes [1No
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42 kg
45 kg
48 kg
51 kg
54 kg
57 kg
60 kg
63 kg
66 kg
69 kg
72 kg
75 kg
78 kg
81 kg
84 kg
87 kg
90 kg
93 kg
96 kg
99 kg
102 kg
105 kg
108 kg
111 kg
114 kg
117 kg
120 kg
123 kg
126 kg

BMI Table Metric System

140 cm
21.4
23
24.5
26
27.6
29.1
30.6
32.1
33.7
35.2
36.7
38.3
39.8
41.3
42.9
44.4
45.9
47.4
49
50.5
52
53.6
55.1
56.6
58.2
59.7
61.2
62.8
64.3

145 cm
20
214
22.8
24.3
25.7
27.1
28.5
30
31.4
32.8
34.2
35.7
37.1
38.5
40
41.4
42.8
44.2
45.7
47.1
48.5
49.9
51.4
52.8
54.2
55.6
57.1
58.5
59.9

150 cm
18.7
20
21.3
22.7
24
25.3
26.7
28
29.3
30.7
32
33.3
34.7
36
37.3
38.7
40
41.3
42.7
44
45.3
46.7
48
49.3
50.7
52
53.3
54.7
56

155cm
175
18.7
20
21.2
22.5
23.7
25
26.2
27.5
28.7
30
31.2
325
33.7
35
36.2
37.5
38.7
40
41.2
42.5
43.7
45
46.2
47.5
48.7
49.9
51.2
52.4

160 cm
16.4
17.6
18.8
19.9
21.1
22.3
23.4
24.6
25.8
27
28.1
29.3
30.5
31.6
32.8
34
35.2
36.3
37.5
38.7
39.8
41
42.2
43.4
44.5
45.7
46.9
48
49.2

165cm
15.4
16.5
17.6
18.7
19.8
20.9
22
23.1
24.2
25.3
26.4
27.5
28.7
29.8
30.9
32
33.1
34.2
35.3
36.4
37.5
38.6
39.7
40.8
41.9
43
44.1
45.2
46.3

170 cm
14.5
15.6
16.6
17.6
18.7
19.7
20.8
21.8
22.8
23.9
24.9
26
27
28
29.1
30.1
31.1
32.2
33.2
34.3
35.3
36.3
37.4
38.4
394
40.5
41.5
42.6
43.6

175cm
13.7
14.7
15.7
16.7
17.6
18.6
19.6
20.6
21.6
22.5
235
24.5
255
26.4
27.4
28.4
29.4
30.4
31.3
32.3
33.3
34.3
35.3
36.2
37.2
38.2
39.2
40.2
41.1





180 cm 185 cm 190 cm 195 cm 200 cm 205 cm

13 12.3 11.6 11 10.5 10
13.9 13.1 12.5 11.8 11.3 10.7
14.8 14 13.3 12.6 12 11.4
15.7 14.9 141 13.4 12.8 12.1
16.7 15.8 15 14.2 13.5 12.8
17.6 16.7 15.8 15 14.3 13.6
18.5 17.5 16.6 15.8 15 14.3
19.4 18.4 17.5 16.6 15.8 15
20.4 19.3 18.3 17.4 16.5 15.7
213 20.2 19.1 18.1 17.3 16.4
22.2 21 19.9 18.9 18 17.1
23.1 21.9 20.8 19.7 18.8 17.8
24.1 22.8 21.6 20.5 19.5 18.6

25 23.7 22.4 21.3 20.3 19.3
25.9 24.5 23.3 22.1 21 20
26.9 254 24.1 22.9 21.8 20.7
27.8 26.3 24.9 23.7 22.5 21.4
28.7 27.2 25.8 24.5 23.3 22.1
29.6 28 26.6 25.2 24 22.8
30.6 28.9 27.4 26 24.8 23.6
31.5 29.8 28.3 26.8 255 24.3
32.4 30.7 20.1 27.6 26.3 25
33.3 31.6 29.9 28.4 27 25.7
34.3 32.4 30.7 29.2 27.8 26.4
35.2 33.3 31.6 30 28.5 271
36.1 34.2 32.4 30.8 29.3 27.8

37 35.1 33.2 31.6 30 28.6

38 35.9 34.1 32.3 30.8 29.3

38.9 36.8 34.9 33.1 315 30





MOSES Study

Ultra Sound Maintenance Tracking Form

Date

Performed by

Condition / Comments

Ultra Sound Maintenance Tracking Form
Version — 31JAN2012
This form will not be entered into the database
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RTI Chain of Custody Form

3040 East Cornwallis Road, Durham NC

Building 6
Project Name: MOSES Date of form: July 2, 2013 For RTI Use Only
Person/Company/Client Name: Date Received at RTI:
Address: Person Logging in Samples:
Phone:
E-mail:
Date Shipped:
Place 'X'in cell for each species needed
Average Average
Use As NOx Temperature Relative
Sample ID Blank | Start Date | Start Time Stop Date Stop Time| NO2 | (+NO2) NH3 S02 03 (°C) Humidity (%) |Comments






RTI Chain of Custody Form

3040 East Cornwallis Road, Durham NC

Building 6
Average Average
Use As NOx Temperature Relative
Sample ID Blank | Start Date | Start Time Stop Date Stop Time| NO2 | (+NO2) NH3 S02 03 (°C) Humidity (%) |Comments






Workplace Safety & Health Topics

Workplace Safety and
Health Topics

Spirometry

NIOSH

' SPIROMETRY

Spirometry Training Program
NHANES Ill Reference Values

These tables are provided for use in practicum sessions for
students who wish to compare their own measured spirometry
values to NHAMNES III reference values. The prediction tables are
available in PDF format and contain reference values for the
following vaniables: FEV1, FEVS, FVC, PEF, FEF25-75, FEV1/FVC,
and FEV&/FVC. Within each gender (men and women), you may
choose from three ethnicities: African-American, Caucasian, and
Mexican-American. Within each gender/ethnicity category, you
must choose a specific age group to use for comparison.

Reference Values for Men

Ethnicity
African-American

Age Group (years)
16 - 19" |20 - 40|41 - 60 |61 - 80"

Caucasian 16 - 10|20 - 40 |41 - 60 |61 - 80"

Mexican-American|16 - 10 5)[20 - 40 (41 - 50 |61 - 80"

Reference Values for Women

Ethnicity Age Group (years)
African-American |18 - 40 (41 - 560 |61 - 80 T
Caucasian 18 - 40 |41 -60 |61 -80"TE
Mexican-American( 18 - 40 |41 - 60 T|61 - 80 F
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MOSES Study

Protocol Deviation Form

Al. Subject ID Label: A2. Today’s Date: - -

INSTRUCTIONS: This form should be completed if a deviation from the protocol took place. It should

be entered into the ADEPT system in the Administrative event.

A3. Visit at which the PD occurred:

oSCRN oPRE1 oPRE2 oPRE3
oTRAIN oEXP1 oEXP2 oEXP3
o POS1 o POS2 o POS3

A4, Date of PD - -

A5, Name of person completing form

PRINT FULL NAME
B1. Deviation — Describe:

INITIALS

B2. Type of Deviation (check all that apply)

0 Study procedures and/or assessments performed prior to obtaining or reaffirming written informed

consent

0 Obtaining informed consent with outdated / expired consent document
o Enrollment of a subject who did not meet all inclusion/exclusion criteria
0 Performing study procedure not approved by the IRB

O Implementation of recruitment procedures without IRB approval

O Enrolling a subject after IRB approval expired

O Failure to submit continuing review application to IRB prior to expiration
O Failure to report serious adverse event to the IRB and/or sponsor

O Failure to follow randomized ozone dosing amount as outlined in protocol
O Failure to perform study procedure as outlined in protocol

o Other

Protocol Deviation Form
Version A —010CT2012
This form will be entered into the database

Page 1 of 1





MOSES Study
Subject Withdrawal Form

Al. Subject ID Label: A2. Today’s Date: - -

INSTRUCTIONS: This form should be completed if a subject will not be completing remaining study
visits. It should be entered into the ADEPT system in the BASELINE event.

A2. Last visit at which subject completed any study measures
oSCRN oPRE1 oPRE2 oPRE3
oTRAIN oEXP1 oEXP2 oEXP3
o POS1 o POS2 o POS3
A3. Date subject last seen forstudy - -
A4, Name of person completing form -
PRINT FULL NAME INITIALS

B1. Date of study withdrawal -
B2. Primary reason for withdrawal from study
TAKING TOO MUCH TIME 1

TRAVEL DISTANCE TO/FROM CENTER 2

DOES NOT WANT EXPOSURE 3

SUBJECT INJURED 4 (Complete AE form)
LOST TO FOLLOW UP 5

OTHER 99

Specify other reason

Page 1 of 1
Subject Withdrawal Form
Version A - 010CT2012
This form will be entered into the database





AssayGate Service Order Form — MOSES STUDY

AssayGate, Inc. is pleased to offer assay services for protein biomarkers. Please complete the following information
and return this form with your samples. Samples should be shipped on dry ice Monday thru Thursday via FedEx
priority or other overnight delivery services to:

AssayGate, Inc. Phone: (301) 874-0417
Attn: Bioassay Services Fax: (301) 560-8288
9607 Dr. Perry Road, #101 www.assaygate.com

Ijamsville, MD 21754

Note: The turnaround time for service is approximately eight working days. The service report is for research use
only. WE DO NOT SERVICE INFECTIOUS SAMPLES!

Quotation number:AGQ-9639-1 (of December 23, 2011)

Account number: 4902-4-RFA-10-1

Send results Billing information
(by e-mai) to
Name Kathryn Odian Method of Account #: 4902-4-RFA-10-1
Payment

Send invoice by —e-mail. Assay
services will be charged to this
account. Payment check will be mailed
within 30 days from invoice date.

Company/ New England Research | Contact Name Maria Costantini

Org. Institute, Inc. Health Effects Institute

Address 9 Galen Street Billing Address 101 Federal Street,

Suite 500

City Watertown City Boston

State, ZIP MA 02472 State, ZIP MA 02090

Phone 617-972-3360 Phone 617-488-2302

Fax 617.926.8246 Fax 617-488-2335

E-mail MOSES@neriscience.co | E-mail mcostantini@healtheffects.org

m
Number of Samples Sample Volume 1000 uL (minimum volume listed on our quotation)
Sample Type: Plasma Species: Human

Analytes: CRP, IL-6, 8-isoprostane, nitrotyrosine, fibrinogen, endothelin-1, P-selectin, von Willebrand
factor, Clara Cell protein 16

Order date: Signature:

NOTE: Contact Maria Costantini at HEI before doing the analyses.

For AssayGate Inc. staff only:

Date Received: By:— Shipping Conditions: o Acceptable o Unacceptable
Test Completed:— Customer ID: Report Emailed/FAX’d on:
By:

AssayGate Service Order Form 19DEC2012
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ADDITIONAL MATERIALS AVAILABLE ON THE HEI WEB SITE

Research Report 192

Multicenter Ozone Study in oldEr Subjects (MOSEYS).:
Part 1. Effects of Exposure to Low Concentrations of
Ozone on Respiratory and Cardiovascular Outcomes

Mark W. Frampton et al.

Additional Materials 2. Subject Packets of Instructions, Questionnaires, and
Forms

These Additional Materials were not formatted or edited by HEI. These documents were part of the HEI
MOSES Review Panel’s review process.

Correspondence may be addressed to Dr. Mark W. Frampton, Pulmonary & Critical Care, University of
Rochester Medical Center, 601 Elmwood Ave., Box 692, Rochester, NY 14642-8692; e-mail:
mark_frampton@urmc.rochester.edu.

Although this document was produced with partial funding by the United States Environmental Protection
Agency under Assistance Award CR-83467701 to the Health Effects Institute, it has not been subjected to the
Agency’s peer and administrative review and therefore may not necessarily reflect the views of the Agency, and
no official endorsement by it should be inferred. The contents of this document also have not been reviewed by
private party institutions, including those that support the Health Effects Institute; therefore, it may not reflect
the views or policies of these parties, and no endorsement by them should be inferred.

© 2017 Health Effects Institute, 75 Federal Street, Suite 1400, Boston, MA 02110-1817

HEI Research Report 192, Additional Materials 2. Available on the HEI Web Site
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