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This panel has been convened to evaluate the test formula intended to
reduce the pain associated with osteo-arthritis. Pain relieving properties
were evaluated using VAS (Visual Analog Scale) scoring method
{0~10 scale).

Test Sample Description:

AMA Ref. No.:

Date:

Sponsor:

1.0 Objective:
2.0 Test Material:
2.1

2.2 Handling:

On June 10, 2010 test samples labeled Joint Mud, was received from
from Greek Island Labs and assigned AMA Lab No. L-7930.

Upon arrival at AMA Laboratories, Inc., the test material is assigned a
unigue laboratory code number and entered into a daily log identifying
the lot number, sample description, sponsor, date received and test
requested.

Samples are retained for a period of three months beyond submission of
final report unless otherwise specified by the sponsor or if sample is
known to be in support of governmental applications, in which case
retained samples are kept two years beyond final report submission.

Sample disposition is conducted in compliance with appropriate federal,
state and local ordinances.
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2.3

3.0

4.0

4.1

OSTEO-ARTHRITIS PAIN RELIEF STUDY

Test Material Evaluation Prerequisite:

2.3:1

Prior to induction of a human test panel, toxicology, microbiology or
in-vitro performance spectra may be required to assess the feasibility of
commencement as dictated by an Institutional Review Board (IRB)
described in Section 3.0.

Sponsor purports that prior to sample submission to AMA the samples
were received and approved by the Sponsor’s Safety Group for inclusion
in this protocol.

Institutional Review Board:

Reference: CFR Title 21 Part 56, Subparts A, B, C, and D. The IRB of AMA
Laboratories, Inc. consists of 5 or more individuals, chosen from within
the company for technical expertise and from the local community for lay
interaction. The list of IRB members is kept on file at AMA Laboratories,
Inc., and is available for inspection during the hours of operation.

Panel Selection:

Standards for Inclusion in a Study:

1. Males and Females actively experiencing hands/wrists pain
associated with osteo-arthritis.

2. Individuals who will complete a preliminary medical history and
screening document as mandated by AMA Laboratories, Inc.

3. Individuals, who will read, understand and sign an informed consent
document as required by CFR Title 21, Part 50, Subpart B regulations.
Consent forms will be kept on file and are available for examination
on the premises of AMA Laboratories, Inc., only.

4, Individuals in general good health and free of any health problems,
including neurological, dermatological, or systemic disorder that
would interfere with the results, at the discretion of the Study
Director.

5. Individuals who will abstain from using any pain relief products at
least 48 hours prior to test period.

6. Individuals able to cooperate with the Investigator and research staff,
willing to have the test material(s) applied according to the protocaol,
and complete the full course of study.

AMA LABORATORIES, INC. MS10.PAINRELIEFAWK.L7930.REP.GKL.REV






OSTEO-ARTHRITIS PAIN RELIEF STUDY

6.0 Procedure:
1. Subjects were mandated to adhere to all the restrictions mentioned
in the inclusion/exclusion section (refer to Section 4.1 and 4.2).
2. Upon arrival to the laboratory panelists were examined by a trained
technician.
3. Based on an interview with panelist, one test site located on
hand/wrist affected by osteo-arthritis pain was selected.
4. Panelists were asked to rate the pain on a Visual Analog Pain Rating
Scale at Baseline and after 1, 2 and 4 weeks use according to the
sponsor supplied label instructions. Similar grading scales were
additionally employed to grade joint flexibility, range of motion and
blood circulation.
Osteo-Arthritis Pain Rating Scale
Severe 3 ] 4 Nl s] 9 | 10 [RINT NoHe
Osteo-Arthritis Pain — VAS (Visual Analog Scale) The Visual Analog Scale
(Jlenson & Karoly, 1992; McCaffery & Pasero, 1999) allows the patient to
determine his or her own level of pain by using descriptors or visual aids.
The numeric scale is most often used in clinical practice because it is fast
and easy. Patients rate their pain on a scale of 0-10, with 0 being the
worst imaginable pain and 10 no pain.
7.0 Observations:
No adverse effects or unexpected reactions of any kind were observed on
any of the subjects.
8.0  Archiving:

All original samples, raw data sheets, technician’s notebooks,
correspondence files, copies of final reports and remaining specimens are
maintained on the premises of AMA Laboratories, Inc. in limited access
marked storage files. A duplicate DVD copy of final reports is separately
archived in a bank safe deposit vault.
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90 Conclusions:

The test material Joint Mud, when used in accordance with intended package
instructions in 28 days improved joint flexibility, muscle flexibility and range

of motion with differences of greater than 239% observed. Also Joint Mud
reduced the chronic joint pain associated with osteo-arthritis with maximum
reductions of greater than 247%. All patients statistically improved.

Moreover, over the four week study, the number of applications needed to
achieve the desired pain relief decreased from three times daily to twice a day.
Further, these phenomena were documented and confirmed during were
documented and confirmed during the course of the study.

. JRlile Wanro  Oolowien.
Mayya T e, M.D. Patwc}a-ﬂriénias, M.S.
Study Director Technician
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David R. Winne, B.S. Date
Technical Director

Mote: All Services Undertaken Subject to the following General Policy: AMA Laboratories, Inc. Reports are submitted for exclusive use of the
clients to whom they are addressed, Their significance is subject to the adequacy and representative character of the samples and to the
comprehensiveness of the test, examination or surveys made. No quotations from AMA Laboratories, Inc,, reports, or use of AMA Laboratories,
Inc., name or names of staff members or sub-contractors is permitted except as expressly authorized in writing. The liability of AMA
Laborataries, Inc, with respect to services rendered shall in no event exceed the amount of one hundred dollars. Any Indemnification
agreement attached to or included in the embodiment of this report shall, if sent by certified mail, return receipt requested, be deemed to be
properly served, executed, notarized and accepted by virtue of the signature appearing on the return certified claim. Wherein this report is
used to support commercial claims, the Sponsor is directed to provide said report in its entirety.

AMA LABORATORIES, INC. MS510.PAINRELIEFAWK.L7930.REP.GKL.REV _






	page1
	page2
	page3
	page4
	page5
	page6

