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| declare that the following report constitutes a true and faithful account of the procedures
adopted and the results obtained in the performance of this study. The aspects of the study
conducted by Princeton Consumer Research Corp. were performed, where relevant, in
accordance with the principles of Good Clinical Research Practice.
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Lynne Ellis, MD GE ....... M a@ Al)

(Consulting Physician)
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QUALITY ASSURANCE STATEMENT

This report has been audited and is considered to be an accurate description of the methods
used and an accurate presentation of the data obtained during the conduct of the study.
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{Quality Assurance Manager)
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1 SUMMARY
Protocol Title:

Study design:

Test Article:

Number of subjects:

Type of subjects:

Method;

Conclusion:

Duration of study:

Location:

A Study to Evaluate the Efficacy of a Test Product in Alleviating
Body and Muscular Pain

Single-center study utilizing self-perception questionnaires {SPQs),
subject diaries, and MD interviews

1. Tuuwa Relief Oil with Herbal Boost (marketed product)
Fifty-three {53) subjects were enrolled and completed the study.

Healthy male and female subjects, 21 and older who have
moderate to severe body pain.

Subjects reported to the testing facility for Visit 1 at which time
Informed Consent was obtained and Inclusion/Exclusion criteria
was reviewed to determine eligibility for participation on the studly.
Qualified subjects applied the test product onsite for the first
application. The pre-use self-perception questionnaire (SPQ) and
pain scale score was completed prior to application. After first
application a pain scale questionnaire was administered 20
minutes post first use. Then the subject was issued the test product,
a subject diary, and test product instructions. Subjects were
instructed to use the product for one week, at least three times per
day for back, neck, knee, shoulder, joint, and/or exercise-induced
pain. Subjects were asked to complete a diary to document use of
the test product and assessed their pain after each use. After one
week, subjects returned to the testing facility to complete a SPQ
and were interviewed by a medical professional.

Overall, a'statistically significant reduction in average pain score
was observed by the subjects immediately after first use (30.8%
decrease in pain scores from baseline, p-vaiue = 4.04626E-11), and
one week of use (49.6% decrease in pain scores from baseline, p-
value =7.385E-17 ) [minimum use of three times a day) after 1 week
of product use.

After 1 week of use, subjective Self-Perception Assessmenits of pain
indicated subjects experienced less frequency of pain,
experienced less pain upon waking and at the end of the day.
Eighty-one percent (81%} of subjects stated they noticed an
improvement in pain twenty minutes after using the product (-
value < 0.0001). Seventy-seven percent (77%) of subjects stated
they noticed an improvement after using the test product for 7 days
(p-value <0.0001). Subjects generally felt less difficulty in their ability
to stand up, stand, and walk/sit with their pain.  Additionally,
subjects liked how the test product felt, that it was fast absorbing,
and that it was easy to apply and comfortable to use.

Study Started: 12 December 2019
Study Ended: 19 December 2019

Princeton Consumer Research Corp.
2600 Koger Blvd North, Suite 120
St. Petersburg, FL 33702
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2  KEY STUDY PERSONNEL AND RESPONSIBILITIES

Key personnel

General responsibilities

Principal Investigator (Pl)
Joanne Browne

Princeton Consumer Research
Baypoint Commerce Center
9600 Koger Bivd. N., Suite 120
St. Petersburg, FL 33702

Tel: 727-576-7300

The Principal Investigator {P)) will be
responsible for ensuring sufficient
resources are available to conduct
the study and for reporting any
serious adverse events to the
Sponsar.

Consulting MD

Lynne Eliis, M.D.

Princeton Consumer Research
Baypoint Commerce Center
2600 Koger Blvd. N., Suite 120
St. Petersburg, FL 33702

Tel; 727-576-7300

The Consulting MD will conduct
assessments during study visits and
provide approval of the report upon
finalization.

Study Supervisor (5S)

Cassie Nesbit

Princeton Consumer Research
Baypoint Commerce Center
9600 Koger Blvd. N., Suite 120
St. Petersburg, FL 33702

Tel: 727-576-7300

The Study Supervisor (SS) will be
responsible for the conduct of the
study on a daily basis.

Project Manager (PM)

Angela Brooke, MS

Princeton Consumer Research
Baypoint Commerce Center
9600 Koger Bivd. N., Suite 120
St. Petersburg, FL 33702

Tel: 727-576-7300

The Project Manager (PM) will be
involved with the study design,
compiling the results and writing the
clinical report.

Project Coordinator (PC)
Mark Xu

Tuuwa, Inc.

235 Germantown Bend Cove
Cordova, TN 38018

Tel: 901-218-7488

Email: info@tuuwa.com

The Project Coordinator (PC) will be
the primary point of contact on
behaif of the Sponsor of this project
and will represent the Sponsor of this
study.
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3  OBJECTIVE
The objective of this study was to assess the efficacy of one test product to alleviate
moderate to severe self-assessed body and muscular pain utilizing self-perception
questionnaires (SPQ), subject diaries, and medical professional interview.
4  STUDY DESIGN
This study was conducted at asingle testing facility and all subjects tested the test product
over a one-week period. Subjects were instructed to apply the test article to their
designated pain areas as instructed.  Subjects completed a Self-Perception
Questionnaire (SPQ) before the first application onsite, 20 minutes {£ 5 mins) after first
application, and after one week of use. A medical professional reviewed the SPQs with
the subject to help with pain assessments.
It was the responsibility of the sponsor to determine the acceptability of the testing and
study designs required for submission to entities such as the Home Shopping Network,
QVC, eic.
5  SELECTION OF SUBJECTS
5.1 Screening
An adequate number of subjects was screened to ensure approximately 55 subjects were
enrolled onto the study so at least 50 subjects completed the study. Subjects satisfied the
following inclusion and exclusion criteria accepted the prohibitions and restrictions to be
enrolled onto the study.
5.2 Inclusion Criteria
Q) Healthy male or female, 21 and oider;
b) Experienced frequent moderate to severe (score of 4 to 10 on pain scale) body
and muscle pain located in at least one of the following areas: back (upper, mid,
and lower), neck, knees, or shoulder areas (joint, rotator cuff) as well as exercise-
induced pain (self-assessed);
c) Signed Informed Consent;
d)  Subjectwaswilling to use the test product as instructed and completed the subject
diary daily.
5.3 Exclusion Criteria
Q) Female subject was pregnant (self-reported), nursing, or planning to become
pregnant;
b) Skin disease such as psoriasis, eczema, rosaceq, etc.:
c) Skin condition such as sunburn or open wound in treatment area(s};
d) Recent, within 3 months, surgery, stitches, or incisions 1o the potential treatment
areaqs;
e) Insulin-dependent diabetes;
f) Subjects who regularly used OTC or prescription pain medications {daily) or were
unable to refrain from using their pain medication for one week while on the study;
Final Page 6 of 1¥
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g) Medical conditions or medications, which in the opinion of the Investigator,
affected the safety of the subject or confounded the results of the studly.

5.4 Prohibitions and Restrictions for the Duration of the Study

a) Unwilling to modify typical physical activities for the duration of the study.

b) Unwilling to follow study instructions and to complete the subject diary over the
one-week at home use period.

c) Unwiling to refrain from using OTC or prescription pain medication while
participating in the study.

5.5 Subject withdrawal

The participation of a subject in this study was discontinued for any of the following
reqsons:

the subject wished to withdraw from study participation;

if, in the opinion of the Investigator, it was in the best interest of the subject;
suspected adverse effects from the test article;

inter-current illness;

violation of the prohibitions and restrictions:

development of an exclusion criteria;

Subjects were free to withdraw at any time and did not need to give a reason,
however, every reasonable attempt was made to ascertain such reasons. The data for
those subjects who were withdrawn will be included in the final clinical report but may
be excluded from final data analysis.

Subjects were not followed up with after their withdrawal from the study, except in the
case of a serious adverse event. Withdrawn subjects were not replaced.

6 TEST ARTICLES

A sufficient number of test articles were supplied by the Sponsor labelled as follows:
1. Tuuwa Relief Oil with Herbal Boost (marketed product)

The test article was used as supplied by the Sponsor.
The Sponsor had provided the ingredient listing for the test articles (Appendix 1 of the final
protocol) and certified that the Sponsor's test articles supplied to PCR Corp for the clinical
trial had been manufactured/formulated with ingredients that were safe and suitable for
the products' stated purposes.
The study staff provided test product instructions to the subject as indicated below:
1. Use the oil on the troubled (pain) areas and lymph nodes and massage in until fully
absorbed as many times as needed, but a minimum of 3 times a day.
2. Use the test article as a body oil the first thing in the morning and the last thing in the
evening.
3. Use the test article before and after your workouts,
4. If you have a massage, have the massage therapist use the test article in place of their
massage oil.

Final Page 7 of 19
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It was the responsibility of the Sponser to determine, for each batch of the test article, the
identity, strength, purity, composition and other characteristics which appropriately
defined the test article, before its use in the study. The determination of its stability and
documentation of methods of synthesis or derivation was also the Sponsor's responsibility.

It was the responsibility of the Sponsor that the test article met all necessary transport
regulations, particularly those regulations involving the cariage of hazardous goods and
the import/export of goods or equipment, and that any costs including tax/duty were
fully met by the Sponsor prior to receipt of the test article at PCR CORP. No liability with
regard to safe receipt or costs involved in the cariage of goods or equipment to any PCR
CORP site was accepted.

After the completion of the study, subjects were permitted to retain the test arlicle. Any
remaining used and unused test article was disposed of 28 days after the completion of
the study, unless requested otherwise by the Sponsor. Sponsors requesting the return of
products were liable for any costs incumed.

STUDY PROCEDURE
Visit 1

Potential study participants reported to the testing facility where informed consent was
obtained, and study eligibiity was determined. The MD was present while the
questionnaire was being completed and was available o assist with gathering
information on the location and severity of the subject's pain from review of the Pre-Use
Self-Perception Questionnaire {SPQ). Qualified subjects were enrolled onto the study and
the test article was used by subjects on their target pain area for the first time at the testing
facility. 20 minutes (+ 5 minutes) following first application, the subjects completed an
immediate Post Use SPQ. The subject was provided with the test article, subject diary,
and test article instructions.

Subjects were instructed to use the test article for one week (7 days} on the areas of their
body where they had been experiencing pain at least three times per day. Subjects were
given a diary to record use of the test product and assessed their pain one hour after
each usage of the test product.

Visit 2

Subjects returned to the testing facility after completing the 7-day use period. Subjects
brought the test article and diary to visit 2. The usage diary and daily pain assessment
ratings were reviewed, and the test article was reviewed for compliance.  Adverse
events were recorded as applicable. A Post-Use Self-Perception Questionnaire (SPQ) was
completed by the subjects regarding the test article's attributes and a self-assessment of
pain at the end of the use period. The SPQ was reviewed by the study staff for
completeness. The MD completed a similar interview with each subject as described at
Visit 1. At the conclusion of this visit, the subject's participation in the study was
considered complete.

7.1 Seli-Perception Questionnaire

Seif- Perceplion Questionnaires (SPQ) were provided to the subjects to complete at the
testing facility during each of the two visits. At each visit, SPQs were coliected and
reviewed by study staff. The SPQs were used to gather information on the perceived
effectiveness and acceptability of the test product.

Final
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ANALYSIS OF DATA

Statistical analysis (mean, percent change from baseline, frequency of scores, top-box
analysis, and t-tests, with a p-value less than 0.05 showing significance) was conducted.
The data collected was the responses supplied by the subjects on the Self-Perception
Questionnaires (SPQ) and subject diaries that were completed during the study. These
SPQ and pain rafing results were analyzed per subject to determine the efficacy of the
test product on their self-assessed moderate to severe pain,

Self-Perception Questionnaires used an eleven point numerical scale which was grouped
into the following categories for assessment as follows:

Pain Intensity Questions - 0 = No Pain, 1 - 3 = Mild Pain, 4 - 6 = Mderate Pain,7 - 10 =
Severe Pain

Difficulty Due to Pain Questions -0 = No Difficulty, 1 -3 = Mildly Difficult, 4= 6 = Moderately
Difficult, 7 ~ 10 = Exiremely Difficult

Pain Improvement Questions ~ 0 = No Improvement, 1 - 3 = Mild Improvement, 4 - 6 =
Moderate Improvement, 7 — 10 = Great Improvement

Product Atfribute Questions "How much did you like..." -0 =Not ai All, 1 =3 = Mildly Like,
4 - 6 = Moderately Like, 7 - 10 = Like A Lot

Subjects were asked to indicate the frequency of their pain pre-use and after 1 week of
use — No Pain, Temporary Pain, Frequent Pain, Constant Pain.

The number of subjects responding to each of these categories was determined and the
percentage of each response in the study population was calculaied.

Other product atfribute questions utilized a five point Likert Scale where Agree and
Strongly Agree were considered top responses.

There was no formal sample size calculation for this study. However, historical data
showed that the responses from approximately 50 subjects was considered sufficient to
be able to assess responses from SPQs

STUDY ETHICS

9.1 Amendments to the Protocol

Proposed changes or additions to the authorized protocol were subject to approval by
the Project Manager and the Sponsor before implementation, except and insofar as
Princeton Consumer Research reserved the right to make unilateral departure from the
protocol to eliminate an apparent immediate hazard to subject health.

9.2 Declaration of Helsinki

The study conformed to the requirements of the 1964 Declaration of Helsinki and its
subsequent amendments.

9.3 Subject Consent

Subjects were informed of the nature, purpose and known risk of the study both orally
and in writing and gave their written informed consent before participating in the study.
Subjects were advised that they were free to withdraw from the study at any time without
being obliged to give a reason. They were compensated by PCR for their time and
inconvenience.

Final
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9.4 Indemnity provision

The Sponsor was responsible, without regard to legal liability, and would indemnify
Princeton Consumer Research Corp., or any of their respective officers or employees in
the event of claims for compensation from subjects suffering injury or other deterioration
in heaith or well-being as a result of participation in this study, except and insofar as such
claims arise as a result of any negligent act or omission on the part of Princeton Consumer
Research Corp. employees or any persons undertaking or involved in the study by
arrangement with Princeton Consumer Research Corp.

10 STUDY DATA
10.1 Location and dates of the study
The study was conducted at Princeton Consumer Research Corp. in St. Petersburg, FL
between 12 December 2019 and 19 December 2019.
10.2 Subjects
Fifty-six {56) subjects were consented and screened for eligibility. Three subjects did not
meet eligibility criteria. Two had insufficient pain levels and one was unable to refrain
from use of pain medication. Fifty-three (53) qualified subjects were enrolled and
completed the study. Subjects had to have a pain intensity score of moderate to severe
to qualify for enrcliment on the study (score of 4 to 10 on an eleven-point scale). Please
see Appendix 2 for detailed subject demographics.
Figure 1: Subject Demographics
Age Demographics of Subjects
16

w14

B2

310

g 8 EMale

-g S H Female

E 4

= .

0
21-30 31-40 41.50 51-60 61+
Age Groups
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Figure 2: Types of Pain

Types of Pain Subjects Were Experiencing
When Starting the Study

50
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Articular Muscutar Arthritic  Headache Sciatic Other
Types of Pain

Note: Some subjecis listed more than one type of paln.

10.3 Protocol Deviations

There were no protocol deviations reported during this study.
10.4 Adverse events and severe adverse events

There were no adverse events or severe adverse events reported during this study.

10.5 Pre-Use Self-Perception Questionnaire Data

Subjects were asked the following questions to help identify areas of pain, Below is a
summary of a few of these questions:

Pra-Use Seli-Perceplion Questions Yes No
Do you experience a lot of stress in your iife? 23/53 30/53
Do you do physical work? 28/53 25/53
Do you play any sports? 10/53 43/53
Do you have any activities in your everyday life that couse you pain? 47/53 4/53
Do you have blood circulation problems? 2/53 51753
Do you have any inflammatory problems? 16/53 37/53
Do you feel that your pain affects your everyday life such as personal B

relafionships. professionol life? 39/53 14/53
Have you ever used any pain-relieving treatments such as

creams/ointments/Oil/Massages/Pills? 48/53 3/53
If yes, did it work? 24747 23/47

Final Page 11 of 19
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T |~ Conslant
No Pain | _{5to 7 days par week)
What is the
Frequency of 0/53 0/53 15/53 38/53
your pain@

10.6 Pre-Use Pain Perception

To qualify for study enrollment, subjects had to have a pain rating of moderate o severe
for their self-assessed pain. Pain was assessed using an 11-point scale where 0 = no pain,

1 to 3 = Mild Pain, 4 to 6 = Moderate and 7 to 10 = Severe Pain.

Figure 3: Pre-Use Pain Assessment

Starting Pain Score of Subjects

20
o
215
£
a
s 10
E
: i
: []
, m [N —
4 5 6 7 8 9 10
Pain Score
i No Difficulties Mildiy Difficult Moderately Difficult Extremely Difficult
i o e Blicn Qussions (Answered 0) | (Answered1-3) | (Answered 4-6) (Answered 7-10)
On a 0 to 10 scale, plecse rate how
difficult it is you to stand up because 6/53 {11%) 1/53 (2%) 22/53 (42%) 24/53 [45%)
_of.pain — =
- On o fo 10 scale, please rate how
difficult it is for you o stond foro long. 3/53 {6%} 2/53 (4%) 13/53 {25%) 35/53 |66%)
‘perod of time because of pain
_On 0010 10 sc:ale., bleosa rt.;'ﬂe how
difficutt it is for you' 1o watk/sit for a 2/53 (4%) 3/53 {6%) 13/53 {25%) 35/53 [64%)
long period of time because ofipain
No Pain Mild Pain Moderate Pain Severe Pain
{Answered 0) | {Answered 1-3) (Answered 4-4) (Answered 7-10)
' On a0 1o 10scale, please rote your
pain ntensity when you wake in the 1/53 (2%) 3/53 (6%) 12/53 {23%) 37/53 (70%)
On a0 to 10 scale, please rate your.
pain intensity at the end of yourday 0/53 (0%} 0/53 {0%) 7/53{13%) 44/53 (B7%)
On a scole of 01010, please rate
your poin intensity before using the 0/53 {0%) 0/53 (0%} /53 (17%) 44/53 (83%)
‘product on your pain orea
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10.7 20 Minutes Post-First Use Pain Perception

No Pain Mild Pain Moderate Paln Severe Pain
Pain Assessment (Answered 0) | (Answered1-3) {Answered 4-8}) (Answered 7-10)
On ascale of ¢ 10 10. please rate
your poin intensity ofter using the 1/53 (2%} 8/53 [15%) 32/53 {40%) 12/53 {23%|
product on your poin area
No Mild Moderate

Pain Improvement Improvemeni Improvement Improvement Great Improvement

{Answered 0) {Answered 1-3) {Answered 4-4) (Answered 7-10}
OnaOlic 10scale, piease rate the A
improvement you feel of your pain &/53 (1%} 34/53 (£4%) 2/53 (17%} 4753 (8%
Efficacy Assessment Agree/Strongly Agree Neither Agree/Nor Disagree | Disagree/Skrongly Disagree
| noticed improvement in my pain :
after using the freatment, 43/53 (B1%} 4153 (11%) 4/53 (B%|

10.8 After 1 Week of Use Pain Perception

Pain Improvement

No Improvement
{Answered 0)

Mild Improvement
(Answered 1-3)

Moderate Improvement
{Answered 4-8)

Great Improvement
{Answered 7-10)

On o 0'to 10 scale, please
rate the improvermnent in

product on the areo you
were experiencing pain

pain intensity after using the

2/53 (4%)

17753 {32%)

17/53 (32%)

17/53 (32%)

Pain Frequency

No Paln

Temporary Pain

Frequent Pain

Constant Pain

What is' the frequency of
YOur. pain now as compared
1o before you storted using
the produci?

&/53 (11%)

15/53 [28%)

15/53 {28%)

17/53 [32%)

Pain Intensity/Assessment

No Pain
{Answered )

Mild Pain
{Answered 1-3)

Moderate Pain
{Answered 4-4)

Severe Pain
{Answered 7-10)

On a 0to 10 scale, please
rale your degree of pain
[Intensity after using the
product on the area you
were experiencing pain

2/53 {4%)

26/53 (49%}

19/53 (36%}

4/53 (1%}

Ona0-10 scale, please
rate your pain intensity when
youwake In e pomind

3/53 (6%)

15/53 [28%)

20/53 (38%)

15/53 [28%)

rate your pain intensity ot the
end of your day

‘Ona0fol0scale, please

1/53 (2%}

19/53 [36%)

17/53 (32%)

16/53 (30%)
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Figure 4:
Pain Improvement - First Use Vs 1 Week Use
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Figure 5:
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morning?
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Figure é:
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Figure 7:
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Figure 8:
Degree of Pain Intensity
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of pain A !
On a 0 to'10scale, p!euse rate how !
difficult it s for you to stond fora flong | 9/53(17%) 14/53 [26%) 14/53 (30%) 14/53 [26%)
penod of ﬂme becuuse of pain
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' long period of fime because of pain

Figure 9:
How Difficult is it for you to stand up because
of pain?
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Figure 10:
How difficult it is for you to stand for a long
period of time because of pain?
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Figure 11:
How difficult it is for you to sit/walk for a long
period of time because of pain?
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Not At All Mildly Meoderate A Lot
e —— (Answered 0) | (Answered 1-3) {Answered 4-6) (Answered 7-10)
On a0 lo 10scale, please rate how
- much you like the smell of the 8/53 (15%) 10/53 (19%) 17/53 {32%) 18/53 (34%)}
. product’ ot 0
e e
Ona0to IOscole please rcia how
uchyou ke the foelof the pmdu ct 2/53 (4%) 2/53 (4%) 17/53 (32%) 32/53 (60%)
On a 30 to IOscaIe plecse roie-how :
easy ond fast the product obsorbed || 0753 (0%) 3/53 (6%) 13/53 (25%} 37/53 (70%)
.'“‘°_’h.,e_5'2’3._ SRR T AR i
ona0io10 sc"'e" p'°°"‘e 'C"e oy 0/53 (0%) 1/53 (2%) 8/53 (15%) 44/53 (83%)

 comforiabe it was fo use the: pfoduci '
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Praduct Attribute Questions Agree/Strongly Agree | Neither Agree/Nor Disagree | Disagree/Sirongly Disagree
Hike the smell of the product 33/53 (62%) 6/53 (11%) 14/53 (26%)
jLiks owheprduct ieek oo my 45/53 (85%) 7/53 (13%) 1/53 (2%)
Ifelt the product was easy 1o apply
lic 1he creg iriees | el o y 50/53 (94%) 3/53 (6%) 0/53 (0%)
et the product was fast absorbing 45/53 (85%) 5/53 [9%) 3/53 (6%}
LSS PRdUCINCS Copiodbie 1o 50/53 (94%) 1/53 (2%) 2/53 (4%)
i noticed an improvementin my pain
aitlor Aifs e osimant for s SoTAS. 41/53 (77%) 9/53 (17%) 3/53 (6%)
e ——== " e '..._'___'
L’;Fxmd VROl S jsavent 33/53 (62%) 14/53 (26%) 6/53 (11%)
Iwouid buy thisproduct. 37/53 (70%) 11/53 (21%) 5/53 (9%)
| would recomiﬁenéj this p_rodact fo
' fomily Gind frlends. 41/53 (77%) 9/53 (17%) 3/53 {6%)
11  RESULTS

Under the conditions of this study, an overall decrease in the average pain score was
observed over one week of use of the test arlicle {before use score of 7.3, immediately
after use score of 5.1, and one week after use score of 3.7). In the chart below, the line
in Blue indicates that all of subjects had moderate to severe pain (scores of 4 to 10} prior
to test article use. The line in Orange moved to the left as subjects used the test product
thus showing a decrease in pain immediately post first use. The line in Yellow shows overall
pain reduction after 1 week of use. Statistical analysis confirmed that the decrease in
pain was statistically significant [p-value of 4.04626E-11 for immediately after use and

7.385E-17 for 1 week after use) when compared to baseline.

Figure 11:

20
18
16
14

Number of Subjects
-
[}

Pain Scores Throughout Study

8
6
4
2 /
0
0 1 2 3 4 5
Pain Score
=—Before Use  ===|mmediate After Use

1 Week After Use
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Before Use 53 7.3
Immediately After Use 53 5.1 -30.8% 4.04526E-11
1 Week After Use 53 3.7 -49.6% 7.385E-17

12

Bolded shows data that was found to be statistically significan.

As demonstrated in the end of study SPQ, the following statements pertaining to quadlities
of the test product were chosen as highly favourably over the testing period (1 week),
(with 280% value being regarded as highly favourable (Strongly Agree and Agree
responses}):

1. 1 like how the product feels on my skin.

2. | felt the product was easy to apply to the area where | feel pain,
3. I felt the product was fast absorbing.

4. | felt the product was comfortable to use.

Additionally, top box analysis on the following statements "| noticed an improvement in
my pain after using the treatment (20 minutes following application).” And “I noticed an
improvement in my pain after using the treatment for 7 days.”, showed that 81% and
77% respectively either strongly agreed or agreed with these statements. Statistical
analysis confirmed that these percentages were statistically significant confirming that
more people agreed with these statements than not.

| Nottopsox | T2

—————— —_—— _";——'—_‘; = i e
.L'irr-mg:__ _ Question T TopBox_| Ni| Percent | N | Percent | prvalue
A Immediately After Use 4,5 10 18.87| 43 81.13 <0.0001*

1 Week After Use. 4,5 12 22.44| 41 77.36| <0.0001*

Bolded shows data that was found to be statistically significant.

Data from the study is iocated in Appendix 3.

CONCLUSION

Overall, a statistically significant reduction in average pain score was observed by the
subjects immediately after first use {30.8% decrease in pain scores from baseline, p-value
= 4.04626E-11), and one week of use {49.6% decrease in pain scores from baseline, p-
value =7.385E-17 ){minimum use of three times a day) after 1 week of product use,

After 1 week of use, subjective Self-Perception Assessments of pain indicated subjects
experienced less frequency of pain, experienced less pain upon waking and at the end
of the day. Eighty-one percent (81%) of subjects stated they noticed an improvement
in pain twenty minutes after using the product (p-value < 0.0001 ). Seventy-seven
percent {77%) of subjects stated they noticed an improvement after using the test
product for 7 days (p-value < 0.0001). Subjects generally felt less difficulty in their ability
to stand up, stand, and walk/sit with their pain. Additionally, subjects liked how the test
product felt, that it was fast absorbing, and that it was easy to apply and comfortabie
to use. '
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1. PROTOCOL SUMMARY

Final

Title:

Study design:

Test device:

Study Method:

Duration of study:

Number of subjects:

Types of subjects:

Estimated start dote:

Estimated stop dale:

Study location:

A Study to Evaluate the Efficacy of a Test Product in
Alleviating Body and Muscle Pain

Single center, study ulilizing self-perception questionnaires
{SPQs). subject diaries, and MD interviews

1. Tuuwa Relief Qil with Herbal Boost {marketed product)

Subjects will report to the testing facility for Visit 1 at which
time Infoomed Consent will be obtained ond
Inclusion/Exclusion criteria will be reviewed to determine
eligibility for participation on the study. Qualified subjecis
will apply the test product onsite for the first applicafion. A
pre-use pain scale score will be compleled prior to
application as well as a Self-Perception Questionnaire (SPQ)
20 minutes [ 5 mins} post first application. The subject will
then be issued the test product, a subject diary, and test
product instructions. Subjects will be instructed to use the
product for one week as instructed for back, neck, knee,
shoulder, joint, and exercise-induced pain. Subjects will be
asked 1o complete a diary to document use of the test
product and to assess their pain afier use. AHer completion
of the usage period, subjects will retumn 1o the testing facility
to complete a Self-Perception Questionnaire {SPQ) and be
interviewed by a medical professional.

Total duration of study is 1 week,

Fifty-five (55)subjects will be enrolled onto the study lo
complete with fifty {50).

Healthy male and female subjects, 21 and older who have
moderate to severe body pain.

12 December 2019

19 December 2019

Princeton Consumer Research
Baypoint Commerce Cenler

9600 Koger Bivd N., Suite 120
St. Petersburg, FL 33702
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2. KEY STUDY PERSONNEL AND RESPONSIBILITIES

Key Personnel

General Responsibilities

Principal Investigator (PI1)
Joanne Browne

Princeton Consumer Research
Baypoint Commerce Center
2600 Koger Bivd N., Suite 120
St. Petersburg, FL 33702

Tel 727-576-7300

The Principal Investigator (Pl) is
responsible for ensuring sufficient
resources are available to conduct the
study and is responsible for the study
design and conduct, subject safety,
review of the study protocol and study
report.

Study Supervisor (S5)

Cassie Nesbit

Princeton Consurmer Research
Baypoint Commerce Center
9600 Koger Blvd N., Suite 120
St. Petersburg, FL 33702

Tel: 727-576-7300

The Study Supervisor (5S) will be
responsible for the conduct of the study
on a daily basis.

Project Manager (PM)

Angela Brooke, MS

Princeton Consumer Research
Baypoint Commerce Center
9600 Koger Bivd N., Suite 120
St. Petersburg, FL 33702

Tel: 727-576-7300

The Project Manager will be the primary
point of coniact and will represent the
site (Princelon Consumer Research) for
this study.

Project Coordinator (PC)
Mark Xu

XU Weliness Cenler

235 Germantown Bend Cove
Cordova, TN 38018

Tel: 901-218-7488

Email: info@xu.com

The Project Coordinator {PC) is the
primory point of contact on behalf of the
Sponsor of this study and will represent
the Sponsor of this study (XU Inc.).
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3. STUDY FLOW CHART

Study Day
Vish
Informed Conseni

Demographics

inclusion/Exclusion Criteria

Sl =|e

Issuonce of Test Product, Instructions, & Diary

Adverse Evenl Review

Collection of Test Product & Diary

Sell-Perceplion Questionnaires (SPQ) v

AN IEN I

Medical Professional interview v
* Immedialely and 20 Minules post first use

4. OBJECTIVE/RATIONALE

The objective of this study is to assess the efficacy of one test product 1o alleviate
moderate to severe self-assessed body and muscular pain utilizing self-perception
questionnaires {SPQ}, subject diares, and medical professional interview.

5. STUDY DESIGN

This study will be conducted ol a single tesling facility and all subjects will test the
test product over a one-week period. Subjects will be instructed 1o apply the tesl
article io their designated pain areas as instructed. Subjects will complete a Self-
Perceplion Questionnaire {SPQ) before Ihe first applicalion onsite, 20 minules (x5
mins) after first applicalion, and at the final visit. A medical professional will review
the SPQs with the subject to help with pain assessments,

It is the responsibility of the Sponsor to determine the testing and study designs
required for submission fo entities such as the Home Shopping Network, QVC, eic.

6. SELECTION OF SUBJECTS
6.1 SCREENING

An adequate number of subjects will be screened to ensure approximately 55
subjects will be enrolled onlo the study so at least 50 subjects will complete the
study. Subjects must satisfy the following inclusion and exclusion criteria and
accept the study prohibitions and restrictions fo be enrolled onto the study.

4.2 INCLUSION CRITERIA

0. Healthy male or female, 21 and older;

b. Experiences frequent moderate 1o severe (score of 4 1o 10 on pain
scale) body and muscle pain located in at least one of the following

Final Page 50f12
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c.
d.

areas. back (upper, mid and lower}, neck, knees, or shoulder areas
{ioint, rotator cuff} as well as exercise-induced pain (self-assessed):

Signed Informed Consent;

Subject is willing fo use the test product as instructed and complete the
subject diary daily.

4.3 EXCLUSION CRITERIA

Female subject is pregnant (self-reported), nursing, or planning to
become pregnant;

Skin disease such as psoriasis, eczema, rosacea, etc.;
Skin condiition such as sunburn or open wound in the treatment area(s);

Recent, within 3 months, surgery, stitches or incisions to the potentiol
frealiment areas;

Insulin-dependent dicbetes;

Subjecis who regularly use OTC or prescription pain medications (daily)
or are unable to refrain from using their pain medication for one week
while on the study;

Medical conditions or medications, which in the opinion of the
Investigator, may affect the safety of the subject or confound the
results of the study.

6.4 PROHIBMIONS AND RESTRICTIONS

Wiling not to modify typical physical activities for the duration of the
study.

b. Wiling to not follow study instructions and complete the subject diary

c.

over the one-week at home use period.

Willing to refrain from using OTC or prescription pain medication while
pariicipating in the study.

7. SUBJECT WITHDRAWAL

Final

The participation of a subject in this study may be discontinued for any of the
following reasons:

the subject wishes to withdraw from study pariicipation;

if, in the opinion of the Investigator, it is in the best inlerest of the subject;
suspected adverse effects from the tesi device;

inter-cumrent iiiness;

violation of the prohibitions and restrictions (Section é.4);

development of an exclusion criteria {Section 6.3).

Subjects are free to withdraw al any fime ond need not give a reason, however,
every reasonable attempt will be made to asceriain such reasons. The dato for
those subjects who are withdrawn will be included in the final clinical report but
may be exciuded from final data analysis.
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Subjects will not be followed up with after thelr withdrawal from the sludy, except
in the case of a serious adverse event or study-related adverse event. Withdrawn
subjects will not be replaced.

8. METHOD
8.1 Test PrODUCT

Final

A sufficient quantiity of the following test article will be suppiied by the Sponsor
labelled as follows:

1. Tuuwa Relief Oil with Herbal Boost {marketed product)

The test arlicle will be used as supplied by the Sponsor.

The Sponsor has provided the ingredient listing for the tes! artictes (Appendix 1)
and cerlifies that the Sponsor's test articles supplied to PCR Corp. for the clinical
trial hos been monufaciured/formulated with ingredients that are safe and
suitable for the products' stated purposes.

The study staff will provide test product insiructions to the subject as indicated
below:

1. Use the oil on the froubled (pain) areos and lymph nodes and massage in
until fully absorbed as many fimes as needed, but a minimum of 3 times a day.

2. Use the test arlicle as a body oil the first thing in the moming and the last
thing in the evening.

3. Use the test article before and after your workouts.

4. If you have a massage, have the massage therapist use the test article in
place of their massage oil.

itis the responsibility of the Sponsor to delermine, for each balch of the test article,
the identity, sirength, purity, composition and other characterisiics which
appropriately define the test arlicle, before its use in the study. The determination
of its stability ond documentation of methods of synthesis or derivation are also
the Sponsor's responsibility,

It is the responsibility of the Sponsor that the test article meets all necessary
transport regulations, parlicularly those regulations involving the camioge of
hazardous goods and the impart/export of goods or equipment, and that any
costs including tax/duty are fully met by the Sponsor prior to receipt of the tesi
article at PCR CORP. No liability with regord 1o safe receipt or costs involved in the
camage of goods or equipment to any PCR CORP sile will be accepted.

Afler the completion of the study, any remaining used and unused test arficle will
be disposed of 28 days after the complefion of the study, unless requesied
otherwise by the Sponsor. Sponsors requesting the reiurn of products will be liable
for any costs incured.
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8.2 Stuby PROCEDURE

Visit 1

Potential siudy paricipants will report 1o the testing facility where informed
consent will be obtained, and study eligibility will be determined. Subjects will
meet with the medical professional who will assist with gathering information on
the localion ond severity of the subject’s pain from review of the Pre-Use Self-
Perceplion Questionnaire. Quadiified subjects will be enrolled onio the study and
will apply the test orticle on site. Immediately before first application and 20
minutes {t 5 minutes) following first application, the subject will complete a SPQ.
The subject will be provided with the test product, subject diary, and test product
instructions.

Subjects will be instructed to use the lest product for one wesk {7 days) on the
areas of their body where they experience pain at least three times per day.
Subjects will be given a diary to record use of the test product and o assess their
pain one hour after usage of the test product.

Visit 2

Subjects will retum to the tesi facility after completing the 7-day use period.
Subjects will bring the test product and diary to visit 2, The usage diary and daily
pain assessment rating will be reviewed, and the test product will be collected
and reviewed for compliance. Adverse events will be recorded as applicable.
A Post-Use Self-Perception Questionnaire {SPQ) will be completed by the subjects
regarding the fesl product and their level of pain during the use period and
reviewed by lhe study staff. The MD will complete a similar interview with each
subject as described at Visit 1. At the conclusion of this visit, the subject's
participation in the study will be compleie.

8.3 SELF- PERCEPTION QUESTICNNAIRE

Seli- Perceplion Questionnaires (SPQ} will be provided to the subjects to complete
at the sile. The SPQs will be collected and reviewed by study staff, The SPQs will
be used o gather information on the perceived effectiveness and acceptability
of the test product.

9. ANALYSIS OF DATA

There is no statistical analysis performed on this study. The dala collected are the
responses supplied by the subjects on the Self-Perception Questionnaires (SPQ)
collected and completed during the study. These SPQ and pain rating results wil
be analyzed per subject to determine the efficacy of the test product on their self-
assessed moderate to severe pain. The results will aid the sponsor in determining
the efficacy and acceptability of their test product.

A summary of the information collected on the diaries will be listed in the report.
This summary will list the use of the product and the assessed pain after usage. No
statistical analysis will be performed. There is no formal sample size calculation for
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this study. However, historical data shows that the responses from approximalely
50 subjects is considered sufficient to be able o assess responses from SPQs.

10. ADVERSE EVENTS

An adverse gvent is anylhing untoward which happens o a subject during
study, whether or not it is related to the administrafion of the test article.

An adverse regaction to the test arlicle is an adverse event occuring after the
administration of the test arlicle which may be causally related to the test arlicle.
Possible reactions include redness, scaling/dryness, burning. and/or stinging of the
skin ot the application site as well as a skin rash.

10.1 CLASSIFICATION

An adverse event is Non-Serious (sub-classified as Mild, Moderate or Severe) unless
it falls into one or more of the following categories when it is classified as Serious.

The event:;

« resultsin death;

¢ islife threalening;

« requires in-patient hospitalization;

« results in persisient or significant disability/incapacitation;
* is a congenital anomaly/birth defect.

Maximum intensity of Non-Serious adverse events should be assigned to one of the
following categories:

Mild; For example, an adverse event which is eosily tolerated by the
subject, causing minimal discomfort and not interfering with
everyday octivities,

Moderate: For example, an adverse event which is sufficiently discomforting
and interferes with normal everyday aclivities.

Severe: For example, an adverse event which prevenis normal everyday
activities,

10.2 REPORTING OF ADVERSE EVENTS/ SERIOUS ADVERSE EVENTS

Finol

In the event of a SERIOUS adverse event/adverse device effect (SAE), the type,
onset, severity, duration and cutcome will be recorded on a Serious Adverse Event
Form and the Sponsor will be noflified within one working day, with a written report
following within three working days. The significance of the event will be discussed
between the Principal Investigator and the Sponsor, but the Principal Investigator
reserves the right to withhold further administration pending further information
and discussion. The subject's General Practitioner may also be informed as soon
as it is reasonably practicable to do so.

Poge ? of 12



PRINCETON CONSUMER RESEARCH: XUMUSEIF 05 December 2019

Non-serious adverse evenis (AE) will be reported to the Sponsor in the Clinical
Report at the conclusion of the study.

11. PREMATURE SUSPENSION OR TERMINATION OF THE STUDY

This study may be prematurely suspended or terminaled by Princeton Consumer
Reseorch or the Sponsor. In all cases of premature suspension or termination,
Princeton Consumer Research will promplly inform ail study subjects and will
provide appropriate follow-up.

If the study is premalurely suspended or terminated by Princeton Consumer
Research without the prior agreement of the Sponsor, Princelon Consumer
Research will provide the Sponsor with o defailed written explanation of ihe
termination or suspension. Termination will only occur should, in the opinion of the
Investigator, an immediate danger to subject healih be present.

12, STUDY ETHICS
12.1 AMENDMENTS TO THE PROTOCOL

Proposed changes or additions o the authorized protocol will be subject to
approval by the Project Manager and the Sponsor before implementation,
except and insofar as Princelon Consumer Research reserves the right 1o make
unilateral depariure from the protocol to eliminate an apparent immediate
hozard to subject health.

12.2 DECLARATION OF HELSINK!

The study will conform to the requirements of the 1944 Declaration of Helsinki and
its subsequent amendments.!

12.3 SUBJECT CONSENT

Subjects will be informed of the nature, purpose and known risk of the study both
orally and in wifing and will give their writlen informed conseni before
participating in the study. Subjects will be advised that they are free to withdraw
from the study at any time without being obliged to give a reason. They will be
compensated by PCR for their time and inconvenience.

12.4 INDEMNITY PROVISION

Final

The Sponsor shaill be responsible, without regard to legal liability, and shall
indemnify Princeton Consumer Research, or any of their respective officers or
employees in the event of claims for compensation from subjects suffering injury
or other deterioration in health or well-being as a result of participation in this study,
except and insofar as such claims arise as a result of any negligent act or omission
on the pari of Princelon Consumer Research employees or any persons
undertaking or involved in the study by arangement with Princeton Cansumer
Research.
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13. QUALITY ASSURANCE

The study will be caried out according to applicable ICH Guidelines on Good
Clinical Praclice, 19962 guidelines. The draft report will be peer-reviewed for
accuracy and completeness of presentation. Additionally, the study may be
subject o the following Quality Assurance procedures:

* Review of protocol and protacol amendments for completeness, clarity
and adequacy.

* Inspection and/or audit of critical phases of siudy conduct for
compliance with profoco! and Princeton Consumer Research Corp.
procedures and guidelines.

The Princeion Consumer Research Qualily Assurance Manager, will inform
Princeton Consumer Research monagement of any findings that may affect the
integrity of the study.

14. REPORTING
14.1 INTERIM REPORTS

Any unexpected findings during the study will be reporied to the Project
Cocrdinator as soon as practicable. A draft report will be sent o the Sponsor on
the agreed upon fime lines. With the exception of the dated signature of scientists
and other professional personnel, the draft report will contain all information as will
be included in the final report. Commenis made by the Sponsor may be
incorporated info the draft report, after which it will be issued as the final report.

14.2 CORRECTIONS OR ADDITIONS TO THE FINAL REPORT

Corections or additions to the authorized version of the final clinical repori will be
made in the form of an amendment. This amendment will clearly identify the pori
of the final clinical report that is being added to or revised and will be signed and
dated by the Principal Invesligaior after review and accepiance by the QA
department.

15, REFERENCES

Final

. World Medical Association (2013). "Declaralion of Helsinki: Ethica!
Principles for Medical Research Involving Human Subjects’, JAMA 310 {20):
2191-2194, doi:10.1001/joma.2013.281053

2. Intemational Conference on Harmonization of Technical Requirements
for the Registrofion of Pharmaceuticals for Human Use. Note for
Guidance on Good Clinical Praclice, Consolidated Guideline. Step 4,
Consolidated Guideline, 1/5/96. CPMP/ICH/135/9
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XUMUSETF APPENDIX 1: INGREDIENT LISTING 05 December 2019

ension Rellef Qil Ingredient Listi
Prunus Armeniaca Kemel Oil (Apricol) -
Vitis Vinifera Seed Oil {Grape)
Angelica Dahurica Extract
Angelica Japonica Extract
Commiphora Myrha
Angelica Polymorpha Sinensis Root Extract
Saposhnikovia Divaricata Roct Extract
Carthamus Tinctorius Oleosomes {Saffiower)
Rheum Palmotum Root
Eucalyptus Globulus Leaf Oil
Vetivera Zizanoides Root Oil

FAnal Page 12 of 12



APPENDIX 2: DEMOGRAPHICS 21 January 2020

1 65 Female Caucasian 9
2 53 Male Caucasian 7
3 59 Female African American 7
4 54 Male Caucasian 5
5 55 Male African American ?
6 52 Female Cavcasian 6
7 64 Female Caucasian 8
8 61 Female African American 10
9 53 Female Caucasian ?
10 49 Male Caucasian 4
11 43 Female Caucasian 7
12 66 Female Caucasian 4
13 33 Female African American 7
14 46 Female Caucasion 7
15 56 Male African American 8
16 30 Female African American 7
17 67 Male African American 8
18 32 Femnale Caucosian 7
19 64 Fernale Caucasian 3
20 26 Female Caucasian 8
21 49 Female African American 7
22 47 Female Caucasian 8
23 59 Female African American 8
24 60 Female Cavcasian 8
25 56 Female Caucasian 9
26 65 Male Caucaslian 7
27 56 Female Caucasian 8
28 64 Male African American 7
29 59 Male Caucasian 8
30 42 Male Asian 6
3 61 Male Caucasian 7
32 58 Female Caucasion 7
33 3l Female Caucasian 7
34 53 Female Caucasian 8
35 49 Male Caucasian 7
36 29 Female African American 7
37 66 Female Caucasian 7
38 50 Female African American 9
39 35 Female African American 8
40 52 | Male Caucasian 8

Final




AFPPENDIX 2: DEMOGRAFHICS

21 January 2020

35

T | B

Caucasian

Female 9
42 59 Female Caucasian 7
43 64 Male African American 8
44 43 female Caucasion 8
45 55 Male Caucasian 8
46 61 Male African American 9
47 73 Female Caucasian 8
48 5% Female Caucasian 8
49 52 Female Caucasian 6
50 63 Male African American 5
51 56 Female Caucasian 7
52 28 Female Other 7
53 43 Female Caucasian é

Final
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