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SUMMARY

MODIFIED DRAIZE-95" TEST IN NORMAL INDIVIDUAL (HUMAN STUDY)

Study completion date
Study reference number
Study report number
Conditions of use

Test material

Supplier Batch number

I OBJECTIVES

oifesf>e0

_{)7 1.

Neat
Powder Free Nitrile Examination Aloe Vera Gloves - Green
Y 19346125801

I To evaluate whether residual chemical additives at a level that may induce Type IV allergy in the
unsensitized general user population are present in a finished rubber containing medical device.
Powder Free Nitrile Examination Aloe Vera Gloves - Green.

2. To meet requirements for claim: This product demonstrated reduced potential for sensitizing users
to chemical additives as described in Guidance for Industry and FDA Staff - Medical Glove
Guidance Manual®. Supporting Test Data: A negative skin sensitization test (Modified Draize-95
Test) on a minimum of 200 non-sensitized human subjects.

Study subjects

Number of subjects

Age

I xperimental starting date
I-xperimental completion date
I-thics approval number

Procedure

EXPERIMENTAL PROCEDURE

- Non-sensitized Adult Volunteers
210

: 18 to 65 years old

04" February 2020

: 27" June 2020

. 1) Islamic University of Gaza

470/10/1UG

- 2) Healthmedic Research Ethics Committee (HMREC)

HMREC-HMR-04-2020

Ihe inner and outer surface of the rubber glove was tested on the human skin. A total of 210 human subjects
were patched with inner and outer surface of rubber glove. The study was conducted in two stages. The
second stage was conducted after the first stage has shown that the test product does not indicate a potential
for inducing severe dermal irritation and does not show sensitization capability.
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2.1

23

Induction Phase
Samples of the test material, both the inner and outer surface with minimum size of 2 ¢cm by 2 em cach. was

applied to each test subject in the study. The test material was patched on to the upper back arca and
continuously secured on the edges with a nonreactive adhesive tape, micropore® whilst ensuring the
complete occlusion of the patch.

Control materials were also applied in a similar manner.

The induction phase of the test includes application of ten patches of test material on cach Monday.
Wednesday, and Saturday. The test material was removed and replaced with a new one at the same site
every 48 hours for a total of ten changes. Patches applied on Saturday were removed on Monday.

Rest Period

At the end of the three-week induction period, the tenth test material was removed and no further test
material were applied to the test subjects for the following 2 to 3 weeks, until the challenge patches were
applied.

Challenge Phase

Two samples of the same test material, both the inner and outer surface with minimum of 2 cm by 2 cm in
size were applied consecutively to a virgin site for 48 hours each. The test site was evaluated for reaction
at the time of each patch removal and again 2 to 4 days after removal of the second patch.

SELECTION OF SUBJECT / STUDY POPULATION

The test was completed on non-sensitized adult human subjects, 207 (for inner surface) and 206 (for outer
surface). This sample size, with all negative results, provides more than 95% confidence that the chemical
sensitization potential of the tested rubber containing medical device in the user population is expected to
be less than 1.5%. '

RESULT
A total of 210 human subjects were patched with inner and outer surface of rubber glove.

Inner surface

A total of 210 subjects, 150 subjects, Caucasian (71.42%), 30 subjects, Afro Caribbean (14.29%) and 30
subjects. Asiatic (14.29%) were recruited into the study. Three subjects were discontinued (two subjects
due to skin irritation reaction and one subject due to poor compliance). Hence, 207 subjects completed the
two stages of the study. Age range of the study subjects were between 18 — 65 years (mean 2012+ 11.46
years). One hundred and four subjects were female (50.24%) and 103 subjects were male (49.76%).

All these 207 subjects had a final score of not more than 1.5 during the induction phase and the challenge

phase.
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Quter surface

A total of 210 subjects. 150 subjects, Caucasian (71.42%). 30 subjects. Afro Caribbean (14.29%) and 30
subjects. Asiatic (14.29%) were recruited into the study. Four subjects were discontinued (three subjects
due to skin irritation reaction and one subject due to poor compliance). Hence, 206 subjects completed-the
fwo stages of the study. Age range of the study subjects were between 18 — 65 years (mean 29.17 £ 11.47
vears). One hundred and four subjects were female (50.49%) and 102 subjects were male (49.51%).

All these 206 subjects had a final score of not more than 1.5 during the induction phase and the challenge

phase.

5. INTERPRETATION OF RESULTS
The study that was completed on non-sensitized adult human subjects. 207 (for inner surface) and 2006 (for
outer surface) giving all negative results, hence provides more than 95% confidence that the chemical
sensitization potential of the tested rubber containing medical device in the user population is expected to

be less than 1.5%.

0. CONCLUSION
[ere was no clinical evidence of the presence of residual chemical additives at the level that may induce
I'vpe IV allergy in the unsensitized general user population in the tested material, Powder Free Nitrile
Fxamination Aloe Vera Gloves - Green.

(he skin sensitization test (*Modified Draize-95" Test) of this medical device, Powder Free Nitrile
I xamination Aloe Vera Gloves - Green. tested on 207 non-sensitized human subjects with inner surface
and tested on 206 non-sensitized human subjects with outer surface are negative. hence meeting the
requirements for the claim: This product demonstrated reduced potential for sensitizing users to chemical
additives as described in Guidance for Industry and FDA Staff - Medical Glove Guidance Manual”,

HE LT FENE D

Vet s report s NOT a Caline Assirance Cerfifieate OR wn approved permit. This report applies and refers onfv to the sample of the specific iest
e i mcternl suhnited by the sponsor at the time of ws festing. The resuits shatl not be wsed 1o indicare or imphy that they are applicable to other siilar
drtictes products. i acdition, suel resolts must not be used to mdicate or imph: that HEALTHMEDIC approves, recommends or eiadorses the manufactieer
cuppdier ar iser of sueh articles praducts or that HHEALTHMEDIC i ainy ey guarantees the later pecformance of the articles prodiects

Tis voport or e part theveaf shall not he reproduced for advertisimg purposes by any meaiis of fora withowt any wriften peranssion from the Stuedv Director




MDT-02" Confidential Page 6 0f 31

FINAL REPORT

1.0 MANUFACTURER OF TEST MATE
1.1 Name
1.2 Address

1.3 Study report number c ]

2.0 DETAILS OF TEST MATERIAL

2.1 Name of test material : Powder Free Nitrile Examination Aloe Vera Gloves - Green

2.2 Intended used of test material : A patient examination glove is a disposable device intended for
medical purpose that is worn on the examiner’s hand or finger to
prevent contamination between patient and examiner

2.3 Test material references -

24 Study reference number : [TM-MDT-02]-01-1-20 (04-20)
25 Batch/Lot number 1 Y 19346F25B01
2.6 Date test material receive : 24/01/2020

23 Characteristic : Glove

2.8 Manufacturing date : 12/12/2019

2.9 Expiry date :N/A

2.10  Physical description : Solid

2.11  Colour : Green

2,12 Quantity : 300 pes

2.13  Storage requirement : Ambient

2.14  Solubility : N/A

2.15  Condition of use : Neat

2.16  Experimental starting date : 04" February 2020
2.17  Experimental completion date : 27" June 2020

3.0 CENTRE FOR CONDUCT OF TEST AND RELEVANT INFORMATION

31 Centre of test

3.1.1 Name : Makmal Bioserasi dan Klinikal
3.1.2  Address . Lot B-G-34, Pangsapuri Sri Penara, Jalan Sri Permaisuri I,
Bandar Sri Permaisuri, Cheras 56000, Kuala Lumpur
3.1.3 Name - Islamic University of Gaza (1UG)
3.1.4  Address : Islamic University of Gaza,
P.O. Box 108, Rimal, Gaza Strip,
’alestine.
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3.2 Project staflf

3.2.1  Study Director / Principal Investigator:
Dr Saadiah Sulaiman,
VBBCH (Duh). MMED (UKM)

3.2.2  Clinical Investigator:
Dr Sharifah Tsmail
VID (UISU), Indonesia
Dr. Said S. S, Al Ghora
1 Amal Al Magadma

Study Personnel
Noramini Binti Zainuri

.20 Quality Assurance Personnel
Norfarah |zzaty Razaly

3.3 Address of correspondence
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4.0

4.0.1

4.0.2

NAME OF TEST:
*Modified Draize-95" Test in normal individual (Human Study)

Introduction

There are three distinctive types of adverse reactions to rubber that differ in their mechanisms of induction
and resulting clinical manifestations. These reactions include irritation, delayed hypersensitivity (Type IV
allergy) and immediate hypersensitivity (Type L allergy). Type IV allergy is a cell-mediated immunological
reaction resulting in allergic contact dermatitis that develops 1 to 4 days after the exposure. Type IV allergy
is predominantly induced by the residual chemical additives (thiazoles, thiurams and carbamates) on the
finished rubber containing medical devices. Type 1V allergic reactions to rubber containing medical devices
represent serious problems as the exposure of sensitized individuals to rubber medical devices may be
career-threatening.

With reference to the proposal derived from the guidance document "Guidance jor Inclusiry and 1D
Reviewers/Staff- Premarket Notification [510(k)] Submissions for Testing for Skin Sensitizaiion 1o
Chemicals In Natural Rubber Products” available on the World Wide Web at: htp:/Awwaw L.
g;w_/i\ic(liggp_,l,!.}cviccs/l)_gviccReuuI:uimmlul(i;!idunccf('iuidanccl)n-_.;umcnuﬂu;_n_nﬂ?‘17()3_]_1_1111.1'5t__ 2 4°

This test is used for:

Claim: Low Dermatitis Potential

This product demonstrated reduced potential for sensitizing users to chemical additives.

Warning: Do not use this product if you have a known allergy to natural rubber protein or chemical
additives.

Supporting Test Data
A negative skin sensitization test (Modified Draize-95 Test) on a minimum ol 200 non-sensitized human
subjects.

Study Protocol

This study protocol is based on the

1. "Guidance for Industry and FDA Reviewers/Staff: Premarket Notification [510(k)] Subnussions jor
Testing for Skin  Sensitization To  Chemicals  In Natural — Rubber  Products”™  document
{_Illln:fﬁu-xyxxxI'dn,um-;/Medicall)cvicgss‘[)cviceReu'.glulion;1mi(’iuiduncc;’(iuid;mcci)ngg_!u;x;m;,{ugp_l__(j?j}{"l._l:_lu
mite 2 4)

2 Medical Glove Guidance Manual (http://www.fda.gov/downloads/medicaldevices/dey icereaulationandy
uidance/guidancedocuments/ucm428191.pdf) with some modification.

3. ASTM: D6355-07, Standard Test Method for Human Repeat Insult Patch Testing of Medical Gloves.
Current edition reapproved 2017.

HEALTHMEDC
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1.3

1.3.1

4.3.2

Objectives

I To evaluate whether residual chemical additives at the level that may induce Type 1V allergy in the
unsensitized general user population are present in a finished rubber containing medical device. Powder
Free Nitrile Examination Aloe Vera Gloves - Green. :

Y To meet requirements for the claim: This product demonstrated reduced potential for sensitizing users
1o chemical additives. As describe in Guidance for Industry and FDA Staff - Medical Glove Guidance
Manual®. (Supporting Test Data: A negative skin sensitization test {Modified Draize-95 Test) on a minimum
ol 200 non-sensitized human subjects).

Materials

Source: The test material was received from the Sponsor:

I Inthe form of final product labeled as: Powder Free Nitrile Examination Aloe Vera Gloves - Green:
tested for both the inner and outer surface.

2. In the form of rubber glove as control labeled as: Textured. Powder Free Latex Gloves.

Identification: The tested product was identified using information provided by the sponsor, including the
product name. lot number, expiration date. and storage conditions.

Sample Description: The observable physical properties of the tested product. the batch or lot number.
stability and composition information were provided by the Sponsor.

Analysis: The Sponsor is responsible for all analytical work required to characterize the test material. to
validate its stability and to ensure that the product comply with the prerequisites for conduct of human
studies.

Storage: The test material was stored at ambient room temperature and humidity unless otherwise specified
by the Sponsor.

Selection of Subject / Study Population

I'he fest was completed on a minimum of 200 non-sensitized adult human subjects. This sample size. with
all negative results. provides more than 95% confidence that the chemical sensitization potential of the
rubber containing medical device in the user population is expected to be less than 1.5%.

Test Subjects
A minimum of 200 healthy adult subjects.

Admission / Recruitment Criteria

Ihe procedures for recruitment involve thorough explanation about the purpose and conduct of the study
and about any possible risk or consequence resulting from their participation of' the study. Fach subject read
and countersigned the consent form prior to recruitment into the study.

A total of 210 non-sensitized adult human subjects were enrolled into the study. The selection ol the
subjects was made according to the inclusion and exclusion criteria below:

Inclusion Criteria

i I'he test subjects are normal volunteers who have documented informed consent and have not
participated in other voluntary testing for at least 30 days.

h. Age of the test subjects ranged from 18 to 65 years.

£ I'fforts are made to provide racial and gender diversity of the test subjects that reasonably reflects

the general user population in the US.
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4.3.3 Exclusion Criteria

4.4

4.4.1

a. The test subjects with any visible skin disease that might be confused with skin reactions caused
by the test material.

b. The test subjects with any indication of existing Type 1 allergy to natural rubber proteins.

& The test subjects who have used corticosteroids either systemically or topically on the potential test
site two weeks before testing.

d. Test subjects who have received endogenous or exogenous immunosuppressive treatment (or

prolonged sun exposure).
All subjects who are pregnant or become pregnant during the study.
o All lactating women.

(o]

Study Procedure

The inner and outer surface of the rubber glove was tested on the human skin. A total of 210 human subjects
were patched with inner and outer surface of rubber glove. The study was conducted in two stages. The
second stage was conducted after the first stage has shown that the test product does not indicate a potential
for inducing severe dermal irritation and does not show sensitization capability.

Induction Phase

Samples of the test material, both the inner and outer surface with mininium size of 2 cm by 2 cm each. was
applied to each test subject in the study. The test material was patched on to the upper back area and
continuously secured on the edges with a nonreactive adhesive tape, micropore® whilst ensuring the
complete occlusion of the patch.

Control materials were also applied in a similar manner.

I'he induction phase of the test includes application of ten patches of test material on cach Monday.
Wednesday, and Saturday. The test material was removed and replaced with a new one at the same site
every 48 hours for a total of ten changes. Patches applied on Saturday were removed on Monday.

Any and all skin reactions during this induction phase were recorded. Subjects that developed reaction that
oceurred to an initial induction test patch, were considered as a presensitized individual. Reactions observed
after placement of the second patch in the induction phase was generally considered an irritation.

Note: For subjects who develop a positive reaction (a score value of 1.5) to chemicals or show signs of
irritation after patch applications. further patching on those individuals are stopped. After a minimum ol 3
weeks of rest, these individuals receive a challenge patch to confirm the observed reaction as cither
preexisting sensitivity or irritant reaction. When a local irritation caused by the occlusion material occurs.
occlusion tape would be replaced with the non-irritating one, and the induction patching would be further
continued.

*supplied by 3M Pharmaceuticals

HEALTHMEDIC
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Rest Period

At the end of the three weeks induction period. the tenth test material was removed and no further test
material were applied to the test subjects for the next two to three weeks. until the challenge patches were
applied. E

Challenge Phase :

Twao samples of the same test material, both the inner and outer surface with minimum of 2 cm by 2 em in
size were applied consecutively to a virgin site for 48 hours each. The test site was evaluated for reaction
at the time of each patch removal and again 2 to 4 days after removal of the second patch.

Adverse Events
All adverse events observed during the study period were reported. All findings were recorded in the case

record form.

Efficacy Measures
All volunteers were given clinic and doctor contact number. This would enable them to contact the doctor
in charae should there be any problems encountered throughout the study period.

Scoring Criteria
"atch Testing Diagnostic criteria are based on standard scoring of the North American Contact Dermatitis
Research Group (NACDRG) (' Am. J. Contact Dermatitis™ 2: 122-129, 1991).

Table Ta & Ib: Scoring Criteria - The intensity of reactions were scored according to the following criteria

Table la

Basie Score | Description ) -
() ) | No visible reaction ]
0.5 | Doubtful or negligible erythema reaction S
10 Mild or just perceptible macular erythema reaction in a speckled/follicular, patchy or
| confluent pattern (slight pinking) ) -
(2.0 | Moderate erythema reaction in a confluent pattern (definite redness)
[3.0 | Strong or brisk erythema reaction that may spread beyond the test site -

[able 1h e

Supplemental scores ) ) _ Description Label
05 ‘ ) ~ Edema - _ E .
05 ~ Papules ) P
0.5 o ~ Vesicles _ \ - )
0.5 _ Bullae B

The supplemental scores were added to the basic score. if the reactions include the described signs. The
final score is the sum of basic and supplemental score values.

During the induction phase of the study. further patching would be stopped on subjects who develop
positive reaction (a score value of 1.5) to chemical or shows signs of irritation after patch application.

After a minimum of 3 weeks of rest. these individuals would receive a challenge pateh to confirm observed
reaction as either preexisting sensitivity or irritant reaction. All such cases were recorded and reported in
addition to the initial number of test subjects in the panel group.

He DR
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n

th

Note: In order to qualify for the claim of a reduced sensitization potential. all the subjects completing the
study should exhibit a score value of no more than 1.5 based on the scoring criteria describe above.

The individuals who were identified as either presensitized to rubber chemicals or presenting as irritant
reactions. would be excluded from the statistical evaluation. However, the data from each such case would
be recorded and reported in addition to the data for the all non-sensitized test individuals completing the

test.

RESULTS
A total of 210 human subjects were patched with inner and outer surface of rubber glove.

Inner surface

A total of 210 subjects. 150 subjects, Caucasian (71.42%), 30 subjects, Afro Caribbean (14.29%) and 30
subjects, Asiatic (14.29%) were recruited into the study. Three subjects were discontinued (two subjects
due to skin irritation reaction and one subject due to poor compliance). Hence, 207 subjects completed the
{wo stages of the study. Age range of the study subjects were between 18 — 65 years (mean 29.12 4 1146
years). One hundred and four subjects were female (50.24%) and 103 subjects were male (49.76%).

All these 207 subjects had a final score of not more than 1.5 during the induction phase and the challenge
phase. (See Table 2a, Table 2b and Table 6a).

Table 2a: Final Score of the skin reaction induced by the test patches during the challenge phase in 207
non sensitized subjects (inner surface).

Total score _ Number of subjects l
Score less than 1.5 207 l
| Score more than 1.5 ) 0 ]

Table 2b: Scoring of skin reactions induced by the test patches (inner surface) during the Induction and
Challenge phase in 207 non-sensitized subjects.
Test material: Powder Free Nitrile Examination Aloe Vera Gloves - Green (inner surface).

Challenge Phase 48

Induction Phase he

Day 1 3 5 8 10 |12 [15 [17 |19 [22 |24 |]

wd

Jater
atch  no I b 3 4 5 6 7 8 9 10

(removal) _ B )
Total Score | 207 | 207 | 207 [ 207 [ 207 | 207 | 207 | 207 | 207 | 207 | 207 | 207 | 207 | 207 | 207

=
0 207 | 207 | 203 | 203 | 206 { 207 | 205 | 207 | 205 | 207 | 205 | 207 | 207 | 205 | 207

0.5 0 > 1 1t Jofolol 1ol 1 ]Jojo]2]0
¥ olo |2 3lofof2]o0]l1 o1 ]olo]o]o0
1.5 o]lolololololololo[o o]0 ]d]|0]|o0
2 oo lololololo]lo]lofo o]0 0]0]|0
3 “JofloJoJoJoloflofofoJolo]ofo]o]o

During the course of study, three subjects were discontinued (two subjects due to skin irritation reaction
and one subject due to poor compliance). See Table 6b.
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Outer surface

A total of 210 subjects. 150 subjects, Caucasian (71.42%). 30 subjects. Afro Caribbean (14.29%) and 30
subjects. Asiatic (14.29%) were recruited into the study. Four subjects were discontinued (three subjects
due to skin irritation reaction and one subject due to poor compliance). Hence. 206 subjects completed'the
wo stages of the study. Age range of the study subjects were between 18 — 65 years (mean 29.17 = 11.47
vears). One hundred and four subjects were female (50.49%) and 102 subjects were male (49.51%).

All these 206 subjects had a final score of not more than 1.5 during the induction phase and the challenge
phasc. (See Table 3a. Table 3b and Table 7a).

lable 3a: Final Score of skin reactions induced by the test patches during the challenge phase in 206 non

sensitized subjects (outer surface).

Total score Number of subjects
Score less than 1.5 - 206
Score more than 1.5 0

Fable 3b: Scoring of skin reactions induced by the test patches (outer surface) during the Induction and
(hallenge phase in 206 non-sensitized subjects.
I'est material: Powder Free Nitrile Examination Aloe Vera Gloves - Green (outer surface).
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During the course of study. four subjects were discontinued (three subjects due to skin irritation reaction
and one subject due to poor compliance). See Table 7b.
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5.3 Control item 1
Textured. Powder Free Latex Gloves

A total of 210 subjects, 150 subjects, Caucasian (71.42%), 30 subjects. Afro Caribbean (14.29%) and 30
subjects. Asiatic (14.29%) were recruited into the study. Four subjects were discontinued (three subjects
due to skin irritation reaction and one subject due to poor compliance). Hence. 206 subjects completed the
two stages of the study. Age range of the study subjects were between 18 — 65 years (mean 29.17 + 11.47
years). One hundred and four subjects were female (50.49%) and 102 subjects were male (49.51%).

All these 206 subjects had a final score of not more than 1.5 during the induction phase and the challenge
phase. (See Table 4a and Table 4b).

Table 4a: Final Score of the skin reaction induced by the control test patches during the challenge phase in
206 non sensitized subjects.

Total score Number of subjects _‘
| Score less than 1.5 ) 200 -
Score more than 1.5 0 -

Table 4b: Scoring of skin reactions induced by the control test patches during the Induction and
Challenge phase in 206 non-sensitized subjects.
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During the course of study, four subjects were discontinued (three subjects due to skin irritation reaction
and one subject due to poor compliance).
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5.4 Control item 2
Filter paper

A total of 210 subjects. 150 subjects. Caucasian (71.42%). 30 subjects, Afro Caribbean (14.29%) and 30
subjects. Asiatic (14.29%) were recruited into the study. Four subjects were discontinued (three subjects
due to skin irritation reaction and one subject due to poor compliance). Hence. 206 subjects completed the
(wo stages of the study. Age range of the study subjects were between 18 — 65 years (mean 29,17 + 11.47

vears). One hundred and four subjects were female (50.49%) and 102 subjects were male (49.51%).

All these 206 subjects had a final score of not more than 1.5 during the induction phase and the challenge
phase. (See Table 5a and Table 5b).

Table 5a: Final Score of the skin reaction induced by the control test patches during the challenge phase in

206 non sensitized subjects,

| Total score
Score less than 1.5 : = 206 —
1]

Number of subjects

Score more than 1.5 -

Table 5b: Scoring of skin reactions induced by the control test patches during the Induction and
Challenge phase in 206 non-sensitized subjects.
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During the course of study. four subjects were discontinued (three subjects due to skin irritation reaction

and one subject due to poor compliance).
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All subjects had a final score of not more than 1.5 during induction phase and the challenge phase.

The percentage of positive reaction during the induction phase and the challenge phase for the test material
and the control sample is summarized in Table Sc below.

Table S¢: Summary of percentage of positive reaction during the induction phase and the challenge phase
for the test material and the control sample.

Number of| Percentage of positive reaction in non

subjects sensitized subjects
Deseription ; 3
I Induction Challenge
Test sample 507 . i
I. Powder Free Nitrile Examination Aloc - 0 v
Vera Gloves - Green (inner surface)
2. Powder Free Nitrile Examination Aloe 206 0% 0%

Vera Gloves - Green (outer surface)

Negative control
I. Control sample: Textured, Powder Free 206 0% 00

{1

Latex Gloves

206 0% y

2. Filter paper
“ _:I/[}
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Iable 6a- Modified Draize-95 Test Tabulation of scoring: Powder Free Nitrile Examination Aloe Vera Gloves -
Green (Inner surface) - Basic and Supplemental Score of cutaneous reactions that occurred during the Induction
and Challenge Phase (207 subjects).
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Table 6b: Basic and supplement score of cutaneous reactions that occurred during the induction and challenge phase
of discontinued subjects (two subjects due to skin irritation reaction and one subject due to poor compliance). These
subjects were not included in the statistical evaluation.
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Fable 7a: Modified Draize-95 Test Tabulation of scoring: Powder Free Nitrile Examination Aloe Vera Gloves -
Green (Outer surface) - Basic and Supplemental Score of cutaneous reactions that occurred during the Induction
and Challenge Phase (2006 subjects). 1
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Discontinued Subjects (Outer surface)

Table 7b: Basic and supplement score of cutaneous reactions that occurred during the induction and challenge phasc
of discontinued subjects (three subjects due to skin irritation reaction and one subject due to poor compliance).
These subjects were not included in the statistical evaluation.

No| RN |G [Agelsl Induction Phase Challenge Phase
Day I|Day 3 |Day 3| Day 8 |Day li)ll)uy 12|Day 15|Day 17|Day 19|Day 22|Day 24f Day 1] Day 3| Day 5| Day
8
alsislsliolsislsialsialsielslalsislslsls|als|slsisls[B]s nls
I GLooT (M 20 (o fojojo]ojojofojo]ofjojoju]o Discontinued (Poor compliance) R
2 (G010 (M 20 (o]0 Jo[0of0] 02000200 Discontinued (Irritation } {0 '(J 05 0 Q0o folo
31G2035 [M20 [IHJO]0]OJ0OfO] 02000 Discontinued (liritation ) oJojojojopofogo
4 FG2096/F [ 21 IO [OJO[OJO]OJO]0O Ul(l[f]]l] I Discontinued (rritation ) ojojojojofofojo

*Subject was discontinued due to skin irritation caused by inner surface of the glove.

Abbreviations:

M - Male No : Number

F : Female B : Basic scores

S : Supplement scores G : Gender

ST : Skin Type; (According to Fitzpatrick Classification) RN : Registration Number
SD : Standard deviation

h
o

Interpretation of Resulis

The study that was completed on non-sensitized adult human subjects, 207 (for inner surface) and 206 (for
outer surface) giving all negative results, hence provides more than 95% confidence that the chemical
sensitization potential of the tested rubber containing medical device in the user population is expecied (o
be less than 1.5%.

HEALTHMEDIC

Nate: This report is NOT a Quality Assurance Certificate OR an approved permit. This report applies and refers only to the sample of the specif test
article meterial submitted by the sponser at the time of its testing. The results shall not be used 1o mdicate or miply that they are applicable 1 other sk
artictes products, hin addition, such results must not be used to indicate or imply that HEALTHMEDIC approves, pecommends or endorses the manfacnner.
supnlier or user of such avticles products or that HEALTHMEDIC i any way guarantees the later performance of the articles products.
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6.0 CONCLUSION
Ihere was no clinical evidence of the presence of residual chemical additives at the level that may induce
Iype IV allergy in the unsensitized general user population in the tested material. Powder Free Nitrile
I xamination Aloe Vera Gloves - Green,

Ihe skin sensitization test (‘Modified Draize-95" Test) of this medical device, Powder Free Nitrile
Fxamination Aloe Vera Gloves - Green. tested on 207 non-sensitized human subjects with inner surface
and tested on 206 non-sensitized human subjects with outer surface are negative. hence meeting the
requirements for the claim: This product demonstrated reduced potential for sensitizing users to chemical
additives as described in Guidance for Industry and FDA Stalf - Medical Glove Guidance Manual®.

70 REFERENCES
| “Ciuidance for Industry and FDA Reviewers/Staff: Premarket Notification [310¢k)] Subniissions for
Lesting for Skin Sensitization: To Chemicals In Natural Rubber Products”™ on the World Wide Web at:
hitp://www. fda.gov/M cdicalDevices/DeviceRegulationandGuidance/Gui lanceDocuments/ucm073792.

himie 2 4
' ASTM: D6355-07. Standard Test Method for Human Repeat Insult Patch Testing of Medical - Gloves.
Current edition approved Nov. 1, 2007.
Robinson MK. Population differences in acute skin irritation responses. Race. sex. age. sensitive skin
and repeat subject comparisons. Contact Dermatitis. 46(2):86-93. 2002.
1. Foy. V.. Weinkauf. R.. Whittle. E.. Basketter. DA. Ethnic variation in the skin irritation response.
Contact Dermatitis. 45(6):346-349. 2001,
Kompaore F.. Tsuruta H. In vivo differences between Asian. black and white in the stratum corneum
barrier function. International Archives of Occupational & Environmental Health. 635 (1Suppl):5223-
5 1995
6. “Medical Glove Guidance Manual™ on the World Wide Web at: hitp:/Awww.fda.govidow nloads/medic
aldeyices/deviceregulationandguidance/guidancedocumen
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8.0 RECORD TO BE MAINTAINED
The study records shall be mairtained for a period of two (2) years following the issuance of report.
A copy of this signed report. together witii the orotocol and all raw data generated at the laboratory are

retained in Healthmedic Research archive

9.0 ETHICAL CONSIDERATION
This study is conducted in compliance with the Helsinki Declaration and a written informed consent from
the subject is obtained prior to recruitment and filed with the subject's records.
I'thics approval was obtained from:
1) Islamic University of Gaza.
I-thics approval number: 470/10/1UG
2y Healthmedic Research Ethics Committee (HMREC).
Ithics approval number: HMREC-HMR-04-2020

D

Vares Ties report s NOT a Ouality

anticle materiad sihmitied by the sponsor ai the time of s 1esting. The results shall not be nsed to mdicate or wip
1o I eddition. such resilts mist not be wsed to wdicate or wply that HEALTHMEDIC T Approves, I
sl articles products or that EALTHMEDIC pp any wene gharantees the later performance of the articles produels
frertising prrposes by e means of form withendt i written perrission fron fie i he Divector

[ssurance Cortificate OR an approved pernut. This report applies and refers onfy to the sample of the specifie fest
e that they are applicable o other siilar
cdieles prodis ceanumends or endorses e mamfactier,
M f wier e pser of
Fiees veport o any pord thereof shall not be reproduced for a




MDT-02 Confidential Page 30 of 31

10.0  VERIFICATION

Title of study: *‘MODIFIED DRAIZE-95" TEST IN NORMAL INDIVIDUAL (HUMAN
STUDY) on Powder Free Nitrile Examination Aloe Vera Gloves — Green

We the undersigned declare that the methods, results and data contained in this report faithfully
reflect the procedures used and raw data collected during the study.

M

.01 os[>000
Dr. Saadiah Sulaiman Date
Study Director/Principal Investigator

..... 07[68( 2020,
Dt. Sharifah Ismail Date

Clinical Investigator

HEALTHMENC
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11.0 QUALITY ASSURANCE INSPECTIONS STATEMENT

Title of study: *‘MODIFIED DRAIZE-95’ TEST IN NORMAL INDIVIDUAL (HUMAN
STUDY) on Powder Free Nitrile Examination Aloe Vera Gloves — Green

The Quality Assurance Unit selects critical phases of the study for QA inspections prior 1o
experiment starting date. Records of the findings of these inspections are kept in the QA file. The
statement below is to confirm that final report reflects the raw data.

This study has been inspected by the Quality Assurance Personnel, and the findings have been
reported to the test facility management and to the Study Director on the dates below.

. Dates Reported to | Dates Reported (o
Fhasas Liggeted tuspected Dates Laboratory Director | Study Director
Procedures offo3]>0>0 Ot [65) 3030 olox/>o0
Raw data and records o4 fog/>v>0 olffeg/>0r0 oyfos[>0>30
Draft Report oyl o8/ 630 oufos/>c>0 obleg/>020
FFinal Report 06| 08/2e>0 o7/0&/>050 07/08 /3050

/)
(] [
s
4 - 07/0&/>0>0

Norfarah lzzaty Razaly D
, ate
Quality Assurance Personnel
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