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Client:Sunset Health Products, Inc.

Demographics and Baseline Profile (5 of 5)

All Data is a % unless indicated Control Product
Health: Self Assessment
Excellent | 36 33
Very Good 60.7 36.7
Good 32.1 500
Fair 3.6 10.0
Poor 0.0 0.0
Use Vitamins
Yes 429 16.7
Sometimes 14.3 26.7
No 429 56.7
Use Herbal Supplements
Yes o 21.4 6.7
Sometimes 10.7 23.3
No 67.9 70.0
Use Non-Physician Healthcare
Yes 36 0.0
Sometimes 3.6 10.0
No 92.9 90.0

Marshall-Blum LLC
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" Diet (SUNSET) Intake Form

Marshall-Blum LLC

Date: / / ID#:
ALL SUBJECTS:
Initial Visit: SUNSET1T  / /  Time:
1-Day Visit: SUNSET2  / /  Time:______ (approx. 6pm to 7pm)
4-Day Visit: SUNSET3  / /  Time:___ (approx.7am to 8am)
7-Day Visit: SUNSET4  / [/  Time:
Signed Photo Release: 0. No 1.UYes )
Compensation: $  O0paid__/ /  check#_ . Initials

___ bottle(s) of free product dispensed. Initials
END OF STUDY —~ NO FURTHER DATA REQUIRED — NO CROSSOVER
First Name: | Middle Initial:  Last Name:
Mailing Address:
City: State:  Zip Code:
Phone: ( ) - ' Phone: ( ) -
Is it okay to leave a message? 0.0 No 1.0 Yes
Email: ; Age: (18-55)
Height: ~ ~» Weight:  1bs. Estimated BML: _ (33-40)
BMI qualification (see Body Mass Index Qualifying Chart): » | 0. LI No (exclusionary) 1.1l Yes
Are you insulin dependent diabetic: 0. LUNo 1. Ll Yes (exclusionary)
Do you have uncontrolled high blood pressure: 0. U No 1. LI Yes (exclusionary)
Are you nursing, pregnant, or trying to Become pregnant: 0. LI/ No 1. LI Yes (exclusionary)
Do you have chronic diarrhea or loose stools: 0. LI No 1. U Yes (exclusionary)
Do you have chronic abdominal pain: | 0. U No 1. Ll Yes (exclusionary)

Continued on back
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Have you taken any medications or dietary supplements
for weight loss within the past 30 days: 0.JNo 1. U Yes (wait period)

Do you have any major medical conditions: 0. UNo 1. U 'Yes (nurse review)
(H/O stroke, cancer, kidney disease, liver disease)

Usual Caffeine Intake (cups/day)

Are you willing to restrict caffeine intake for this trial: 0. UNo (exclusionary) 1. LI Yes
2.LIN/A

Usual Alcohol Intake (<6 drinks/week)

Are you willing to stop all alcohol intake for this trial: 0. LI No (exclusionary) 1. Yes
2. LIN/A

Usual Nicotine Use (packs/day of cigarettes or equivalent)

Are you willing to stop all nicotine use for this trial: 0. LI No (exclusionary) 1.1 Yes
2. LIN/A

Current Medications:

Exclusionary Meds: warfarin (coumadin), heparin, levodopa, >2 aspirin per day or any other blood thinning
medications, calcium channel-blockers, dilantin, digoxin or other prescribed cardiac glycosides, MAO Inhibitors.
Nurse will evaluate others.

Health Concerns/Comments:

How did you hear about this clinical trial: ‘
Trial length: 7 days (2 days on assigned product). Clinie Visits: Initial, 1-day, 4-day and 7-day. Ingredients:
Purified water, pineapple juice concentration, apple juice concentration, orange juice concentration, apricot puree,
peach puree, banana puree, vitamin A, beta carotene, vitamin C, calcium, iron, sodium, thiamine (B1), riboflavin
(B2), niacin (B3), pantothenic acid (BS), pyridoxine (B6), folic acid (B9), cobalamin (B12), vitamin D and vitamin
E. Randomization: 1:1. 50% chance of being on active product. Some possible side effects: Abdominal
cramping, anemia, bright yellow urine, constipation, diarrhea, dry mouth, false-positive for diabetes, fatigue,
flushing, headache, increased urination, loss of appetite, metallic taste, nausea, stomach pain, thirst, vomiting and
weakness.

Special Instructions:
1. Time Commitment

o Initial visit SUNSET! 45 minutes
e 1-Day visit SUNSET2 30 minutes at night after their evening meal (6pm to 7pm)
e 4-Day visit SUNSET3 30 minutes in the morning before eating or drinking
(7am to 8am)
e  7-Day visit SUNSET4 30 minutes

2. Compensation
e  All subjects who complete all of the study visits and requirements will receive 1 free bottle of the
active product and $50.00 in compensation.

END
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Demographic Form
Marshall-Blum, LLC

Study:

Date: / / ID#:

This survey asks you general demographic questions. It is intended to give us a snapshot of
the population that is in this study. All information is strictly confidential and is presented
in a cumulative summarized form. We greatly appreciate your help and cooperation in

~ this matter.

Please answer every question by marking one box. If you are unsure about an answer,
please give the best answer you can. If you feel uncomfortable answering a question, please
skip that question and move to the next one. :

1. Please select the appropriate gender category: 1. (dMale 2. U Female

2. Your current age is: years

3. Please select your ethnic origin:

1. U Asian or Pacific Islander 4. U Native American or Alaskan Native

2. U Black 5. L White
3. U Hispanic 6. L1 Other, please specify:

4. Your current weight is approximately: pounds

5. Your height is approximately: (feet and inches): ft/ inches

6. Please indicate the category that best describes your current occupation/homemaking
status:

1. Q) clerical 2. U craftsperson/technical 3. (] homemaker 4. {1 management
5. U military 6. U professional 7. U retired 8. U self-employed
9. Q service industry 10. 0 student - 11. U teaching 12. U1 not working

12. U Details or Other, please specify:

7. In the above mentioned jobs / duties, do you work:
1. L 36 hours or More

2. L Less than 36 hours

3. L Not Applicable

8. Please indicate the category that best represents your total annual household income (all
sources), before taxes:

1. O Under $20,000 4. U1 $60,000 and under $80,0000
2. U $20,000 and under $40,000 5. 11 $80,000 and under $100,000
3. U $40,000 and under $60,000 6. (1 $100,000 and above

Continued on back
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9. Including yourself, how many adults live in your household (18 years old or Over)?
1.O1 2.2 3.03 4.4 5.05-6 6. L 7 or more

10. How many people under 18 years old live in your household?
1.4do 2.01 3.2 4,03 5.04 6. 1 5 or more

11. Please indicate the highest level of education that you have achieved?
1. 0 Did not graduate from High School

2. U Graduated High School

3. O Some college or vocational training or Associate Degree

4. U Bachelor Degree and/or Some-Post-Graduate

5. U Graduate Degree

6. UJ Doctorate or Professional Degree

12. Please indicate your current smoking status?
0. d I have never smoked

1. & No, I quit in the last two years

2. U No, I quit more than two years ago

3. 1 Yes, I smoke less than 1 pack a day

4. U Yes, I smoke one pack or more a day

13. If an alcohelic drink is defined as: one bottle/can of beer equals one glass of wine equals
one ounce of hard liquer, how may drinks do you consume in an average week:

0. dNone 1. U average less than 1 2.01-2 3.0 34 4.0056 50 7-8
6.19-10 7. U more than 10

14. How many times each week do you exercise?
1. U Less than 1 2.01-2 3.0034 4.0 5-6
5.007-8 6. 1 9 or more

15. In general, would you say your health is:
1.0 Excellent 2. U Very Good 3.0 Good 4.0 Fair 5. 0 Poor

16. Do you use vitamin supplements?
1.0 Yes 0. O No 2. 0 Sometimes

17. Do you use herbal supplements?
1.0 Yes 0. JdNo 2. 3 Sometimes

18. Do you use any non-physician practitioners for your medical care?
1. U Yes 0. O No 2. LJ Sometimes

END — Thank you for your participation
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Diet (SUNSET) Initial Visit Form
Marshall-Blum LLC

Date: /] ID#:

Visit: Baseline

Your Medical History (please mark a box for each condition and describe if you mark “Yes”):

Condition Description

1. 0.0 No 1.0 Yes Diabetes

2. 0.0No 1.QYes HighBlood Pressure

w
e

UNo 1.0 Yes Thyroid Disease

4. 0.0No 1.0Yes Asthma

U
o

.dNo 1.0Yes COPD (Lung Disease)

6. 0.0dNo 1.0 Yes HeartDisease

7. 0.0dNo 1.UYes Depression

8 0.UNo 1.0 Yes Previous Injuries

9. 0.0No 1.0Yes Previous or Planned Surgeries

10. 0.0 No 1.0Yes Kidney Disease

11. 0.UNo 1.QYes Kidney Stones

12. 0.0 No 1.0 Yes Gallbladder Attack

13.

o)

.dNo 1.0}Yes Gallstones

14. 0.0 No 1.0 Yes LiverDisease

15. 0. No 1.0 Yes BowelDisease

16.

]

. No 1.0 Yes Ulcer or Stomach Disease

17. 0.0UNo 1.0Yes Any Cancer

Continued on back
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Condition Description

18. 0.0 No 1.0 Yes High Cholesterol

19. 0.0 No 1.0} Yes Osteoarthritis

20. 0.00No 1.0 Yes Rheumatoid Arthritis

21. 0.U0No 1.0 Yes Epilepsy

22. 0.l No 1.0IYes Convulsions

23. 0.0No 1. E}Yes Seizures

24, 0.0 No 1.0 Yes Hemophilia (a bieding disorder)

25. 0.0No 1.0LdYes Gout

26. 0.LdNo 1.0 Yes Migraines

27. 0.0No 1.l Yes Any DietRestrictions

28. 0.0 No 1.01Yes Other

29. Medicines:

30. Dietary Supplements:

31. Alternative Therapies:

32. Allergies:

33. Some testing equipment contains latex. Do you have an allergy to latex?
0. d No 1.0 Yes 2. Q Uncertain

Continued on next page
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Weight Loss

34. Do you plan your meals? (plan = having a “menu” and buying groceries ahead of time)
. U All of the time (100%)

. 1 Nearly all of the time (90%)

. 1 Most of the time (75%)

. L1 Half of the time (50%)

. [ Some of the time (25%)

. O Almost none of the time (10%)

. L None of the time (0%) ‘

. 0 Uncertain / Unknown

00 J N WD W N

35. Do you have set times for your meals? (ex. = breakfast 7:30am-8:00am, lunch 11:30am-
12:30am, etc.)
1. O All of the time (100%) 4
2. U Nearly all of the time (90%)
3. O Most of the time (75%)
4. ) Half of the time (50%)
. L1 Some of the time (25%)
6. 1 Almost none of the time (10%)
7. U None of the time (0%)
8. L) Uncertain / Unknown

W

36. How much weight would you like to lose? pounds
37. How many waist inches would you like to lose? inches

38. Have you ever been advised by a doctor or other healthcare professional to lose weight?
0. L No
1.0 Yes
2. U Uncertain / Unknown

39. How many years have you been trying to lose weight?
1. U Less than 1
2.01
3.02
4.Q3t5
5.Q5t010
6. L1 10 or more
7. & Uncertain / Unknown

Continued on back
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40. How many different weight programs or diets have you tried?
.Q Less than 1

a1

L2

.Q3t05

.d5t010

. L1 10 or more

. 1 Uncertain / Unknown

SN D WN e

General Questions
Please answer the following questions related to how you have felt over the past week.
41. During the times when you should be fully rested, how often were you feeling tired?

0. LJ None of the time 1. O A little of the time 2. L1 Some of the time
3. 1 A good bit of the time 4. L Most of the time 5. O All of the time

42. Did you have trouble getting to sleep at night?
0. Q Never 1. O Rarely 2. U Sometimes 3. U Frequently
43. On the average, how many times during the night did you wake up (please circle one)?
01 2.3 4 5 6 7 8 9 10 >10
44. How long did you sleep at night, on average?

0. 1 0-2 hours 1. Q1 2-4 hours 2. L1 4-6 hours
3. L1 6-8 hours 4. [J 8-10 hours 5. 1 10-12 hours

45. Did you feel tired or sleepy during the day?
0. U Never 1. U Rarely 2. L Sometimes 3. U Frequently

Continued on next page

Marshall-Blum LLC 01/30/03



Visual Analogue Rating Scales
Please mark on the line how you have felt over the past week.
46. Average amount of energy

None { l High

47. Highest amount of energy

None E { High
48. Generally speaking, how many hours per day do you experience this highest level of
energy?

0. O 0-0.5 hours 1. L1 0.5-1 hours 2. 01 1-2 hours
3. L1 2-3 hours 4. 1 3-4 hours 5. I3 more than 4 hours

49. Average amount of general fatigue

N | | Severe
one = |

50. Highest amount of general fatigue

None E { Severe

Quality of Life Questions

Questions 51 - 54 are about how you feel and how things have been with you during the past
week. For each question, please give the one answer that comes closest to the way you have
been feeling. How much of the time during the past week:

51. Have you felt calm and peaceful?

0. U None of the time 1. L A little of the time 2. U Some of the time
3. 0 A good bit of the time 4. [ Most of the time 5. L3 All of the time

52. Did you have a lot of energy?
0. 1 None of the time 1. & A little of the time 2. U Some of the time

3. 0 A good bit of the time 4. L1 Most of the time 5. Q1 All of the time
Continued on back
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53. Have you felt downhearted and blue?

0. [} None of the time 1. & A Titile of the time 2. UJ Some of the time
3. 0 A good bit of the time 4. L Most of the time - 5. 1 All of the time

54. During the past week, how often have you taken pain medication, including narcotics or
over-the-counter medications?

0. 1 None 1.01 2.002-4
3.05-7 4. 018-10 5.0>10
55. Can we put you on a mailing list for other upcoming studies: 0. ld No 1.0 Yes

END — Thank you for your participation

Marshall-Blum LLC
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Diet (SUNSET) Subject Evaluation Form
Marshall-Blum LLC

Date:  / / | ID#:
Visit: 4-Day
1. How do you feel you have done with the faéting requirements over the last two days?
Did not Comply = 0 1 2 3 4 5 6 7 8 9 =Totlly Compliant
2. How do you feel you have done with the exercise requirements over the last two days?
DidnotComply= 0 1 2 3 4 5 6 7 8 9 =Totally Compliant
3. How do you feel you have done with the supplement requirements over the last two days?

DidnotComply= 0 1 2 3 4 5 6 7 8 9 =Totally Compliant

4. How do you feel you have done with the water consumption requirements over the last two
days? :

DidnotComply= 0 1 2 3 4 5 6 7 8 9 =Totally Compliant

5. How much alcohol did you consume over the last two days? (number of standard drinks)
6. How much nicotine did you use over the last two days? (number of cigarettes or equivalent)
7. How much caffeine did you consume over the last two days? (number of standard cups)

If you consumed caffeine, please describe its amount and preparation:

8. Wouid you use this weight management system again?
0. O No 1.0Yes 2.0 Uncertain

9. Would you recommend this system to a friend?
0. U No 1. U Yes 2. O Uncertain

10. Side Effects:

Continued on back
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11. Unexpected Benefits:

12. Comments:

- 13. In general, how do you feel now compared to before you took the assigned product?

Alotworse= -4 -3 2 -1 0 1 2 3 4 =Alotbetter
Same
Ve

General Questions
Please answer the following questions related to how you have felt over the past two days.

14. During the times when you should be fully rested, how often were you feeling tired?
0. L None of the time 1. U A little of the time 2. 0 Some of the time
3. U A good bit of the time 4. [J Most of the time 5. 1 All of the time

15. Did you have trouble getting to sleep at night?

0. L Never 1. 4 Rarely 2. U Sometimes 3. U Frequently
16. On the average, how many times during the night did you wake up (please circle one)?
0 1 2 3 4 5 6 7 8 9 10 >10
17. How long did you sleep at night, on average?

0. U1 0-2 hours 1. & 2-4 hours 2. 4-6 hours
3. L1 6-8 hours 4. L1 8-10 hours 5. L1 10-12 hours

18. Did you feel tired or sleepy during the day?
0. L Never 1. UJ Rarely 2. 1J Sometimes 3. U Frequently

Continued on the next page
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Visual Analogue Rating Scales
Please mark on the line how you have felt over the past two days.

19. Average amount of energy

None g | High

20. Highest amount of energy

None l[ _ll High

21. Generally speaking, how'many hours per day do you expériencc this highest level of
energy?

0. L1 0-0.5 hours 1. 01 0.5-1 hours 2. L1 1-2 hours
3. 2-3 hours 4. (1 3-4 hours 5. L) more than 4 hours

22. Average amount of general fatigue

None { jl Severe

23. Highest amount of general fatigue

| None Il %Severe '

END — Thank you for your participation
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Diet (SUNSET) End of Study Form
Marshall-Blum LLC

Date:  / / - ID#:
Visit: 7-Day
1. Would you use this weight manégement system again?
0.0 No 1.0Yes 2.0 Uncertain
2. Would you recommend this system to a friend?

0. No 1. U Yes 2. U1 Uncertain

3. Side Effects:

4. Unexpected Benefits:

5. Comments:

6. In general, how do you feel now compared to before you took the assigned product?

A lot worse= -4 3 -2 -1 0 1 2 3 4 =Alotbetter
Same

General Questions
Please answer the following questions related to how you have felt over the past two days.
7. During the times when you should be fully rested, how often were you feeling tired?

0. J None of the time 1. 1 A little of the time 2. O Some of the time
3.3 A good bit of the time 4. UJ Most of the time 5. U All of the time

Continued on back
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8. Did you have trouble getting to sleep at night?

0. Q Never 1. &1 Rarely 2. UJ Sometimes

3. U Frequently

9. On the average, how many times during the night did you wake up (please circle one)?

0 1 2 3 4 5 6 7 8 9 10 >10
10. How long did you sleep at night, on average?

0. 0 0-2 hours 1. 2 2-4 hours 2. J 4-6 hours
3. [J 6-8 hours 4. ) 8-10 hours 5. 0 10-12 hours

11. Did you feel tired or sleepy during the day?
/

0. O Never 1. U Rarely 2. U Sometimes

Visual Analogue Rating Scales
Please mark on the line how you have felt over the past two days.

12. Average amount of energy

3. U Frequently

| High

None {

13. Highest amount of energy

None {

14. Generally speaking, how many hours per day do you experience this highest level of

energy?

0. 0 0-0.5 hours 1. 0J 0.5-1 hours 2. 1 1-2 hours

{ High

3. 0 2-3 hours 4. 0 3-4 hours 5. 0 more than 4 hours

15. Average amount of general fatigue

None %

Continued on the next page
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16. Highest amount of general fatigue

None { J‘ Severe

Quality of Life Questions

Questions 17 - 20 are about how you feel and how things have been with you during the past
week. For each question, please give the one answer that comes closest to the way you have

been feeling. How much of the time during the past week:

17. Have you felt calm and peaceful?

0. U None of the time ‘1. 0 A little of the time 2. 1 Some of the time
3. 0 A good bit of the time 4. [ Most of the time 5. L1 All of the time

18. Did you have a lot of energy?

0. L) None of the time 1. U A little of the time 2. 0 Some of the time
3. L A good bit of the time 4. J Most of the time 5. 1 All of the time

19. Have you felt downhearted and blue?

0. O None of the time 1. L A little of the time 2. [J Some of the time
3. L A good bit of the time 4. J Most of the time 5. 0 All of the time

20. During the past week, how often have you taken pain medication, including narcotics or
over-the-counter medications?

0. L2 None 1.01 2.002-4
3, 57 4. [ 8-10 5.0 >10

END — Thark you for your participation
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Diet (SUNSET) Nurse Evaluation Form
Marshall-Blum LLC

Start Date: __ / / Measured height: ’ ” ID#:

Variable Baseline 1-Day 4-Day 7-Day Comments

Date (mm/ddiyy) /o /! /] /]

Date & time of last
meal

Weight (1bs.)

Time weight taken

Blood pressure:
Cuff S/L (rightarm

unless otherwise specified)

Pulse bpm)

Respirations (pm)

Photo taken Yes /No Yes /No

Photo number(s) (i
applicable)

Comments

End

Marshall-Blum LLC 01/30/03




Diet (SUNSET) Exercise Log
Marshall-Blum LLC

Date: /] 1D:

Instructions: PLEASE FILL OUT THIS LOG FOR EACH TIME THAT YOU EXERCISE
OVER THE 2 DAYS THAT YOU ARE TAKING YOUR ASSIGNED PRODUCT. Examples
are listed below.

Date Day of the Week Exercise Time Comments

END — Thank you for your participation
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Diet (SUNSET) Nurse Checklist
Marshall-Blum, LLC

Please initial and date when each task is complete.

Initial Visit

Marshali-Blum LLC

The potential subject has read and understands the informed consent
document. ‘

The potential subject has initialed each page of the informed consent
document.

The potential subject has signed and dated the last page of the informed
consent document.

The subject has been offered, on a voluntary basis, before and after study
photographs.

The subject has signed and dated the supplemental photograph consent
page OR has declined study photographs.

The subject has completely filled out the Demographic Form.
The subject has completely filled out the Initial Visit Form.
The subject has been successfully physically examined.

The potential subject medically qualifies for this study.

The subject has been verbally instructed on the fasting and exercise
requirements.

The subject has been verbally instructed on the use of the product.
The subject has received their Information Sheet.
The subject has been instructed on how to report any problems.

The subject has been instructed on how to report any changes in their
medical condition.

The subject has been scheduled to return to the clinic the evening before
they wish to begin the diet (after their evening meal).

Continued on next page
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Comments:

1-Day Visit

Comments:

The subject has recently finished their evening meal.
The subject has been successfully physically examined.

The subject has had their study photographs taken OR has declined study
photographs.

The subject has received their assigned product.

The subject has been re-instructed on the fasting and exercise
requirements. :

The subject has been re-instructed on the use of the product.
The subject has been offered an additional Information Sheet.

The subject has been given their Exercise Log and understands how to fill
it out.

The subject knows that their next appointment needs to be in 3 days, in the
morning, before consuming any food or drink.

4-Day Visit

Marshall-Blum LLC

The subject has not consumed any food or drink this morming.
The subject has been successfully physically examined.

The subject has had their study photographs taken OR has declined study
photographs.

The subject has turned in their assigned product bottle.
The subject has turned in and completed their Exercise Log.
The subject has completely filled out the Subject Evaluation Form.

Continued on next page
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7-Day Visit

Comments:

The subject understands that they are no longer required to take any more
study product.

The subject knows that their next appointment needs to be in 3 days and
that this will be their last office visit.

The subject has been successfully physically examined.

The subject has completely filled out the End of Study Form.
All of the subjects questions have been answered.

The subject understands that this is their last office visit.

The subject has been given their End of Study Letter.

The subject has been given their free product and compensation check.

In the case of an Adverse Event

Comments:

The subject has been given detailed instructions on how to proceed.
The subject has been contacted 1-week later and is on track.
The Adverse Event is over.

The subject is satisfied with the outcome of the Adverse Event.

Marshall-Blum LLC
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