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SDFY-2009-20570

Supplementary Explanation
If the analysis report requires modification please raise the matter within 15 days of
receiving the report, otherwise the request will not be accepted.
The test report is void without test center’s seal.
The test report is only valid when signed by the persons who edited, checked and

approved 1L

Any erasure renders the report null and void.

S The test result is only valid for the sample provided.

6. The copyright of analysis report is reserved by the analysis center. If a copy is required,

please get permission from the center first. Only complete copies of the test report may

be made.
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SumJuly

This test was performed to determine the biaburden levels an the Lap sponge manufactured by
Medwell Medical Produets Co..Ltd The test was based on 1SO11737. A sample Item Proportion (SIP) of |
was utilized for testing. The test included the following items: report bioburden test, determination of the
carrection factor , determination of the microbial resistance to radiation and sterility test.

The test results for three independent lots were:

| Lot No. average bioburden (cfi/device)

MBLO90513 13630

‘_MH L090614 7684.5
MBLOSOT04 12690

Cwerall adjusted average biob urden; 11334, 8lcfvdevice
Correction factor: 2,35

Rased on the overall average bioburden level of 11334. Bicfu'device, the verification dose was
determined directly from Table 5 of the 150 11137-2:2006 for Method 1. The verification dose for the
Lap sponge is 14.4kGy. 100 product units were randomly sampled from a single manufacturing lot,
exposed to the verification dose and sterility tested, The sterility test results for these 100 irradiated
aroducts were acceptable in accordance with STERILIZATION OF HEALTH CARE PRODUCTS-
RADIATION — 150-11137-2:2006.

The results of this dose verification experiment met the acceptance criteria according to 150
11137-2:2006. The dose verification sterility test yielded zero non-sterile cultures out of the 100 units
rected. This result indicates that under the conditions of the study, a minimum exposure dose of 28.9 kGy
has been determined as adequate for roufine sterilization. This minimum dose provides a Sterility
Assurance Level (SAL) of 10™ with a probability of no more than a single survivor for each one million

product units exposed to the SAL dose.
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INTRODUCTION

The lest article was received on Jul 9, 2009, This study was performed to establish a radiation doge
and validate the effectiveness of gamma irradiation for sterilization of the Lap sponge. The study was
based on prectices recommended by the American National Standards InstitutefAssociation for the
Advancement of Medical Instrumentation /intemational Organization for Standardization, Sterilization of
Health Care Products —Requirements For Validation and Routine Control-Radiation Sterilization
(STERILIZATION OF HEALTH CARE PRODUCTS- RADIATION - 150-11137-2:2006 ).
Pre-sterilization bioburden levels were determined and used to select an appropriate Verification Dose for
this product. Recommendations for a routine minimum sterilization dose were based upon evaluation of
microbial survivors following exposure of products to the Verification Dose. The recommended Tull
process dose is designed to provide a Sterility Assurance Level (SAL) of 10 or no more than one
non-sterile unit for each one million units sterilized at that dose level.

METHOD

Finished. routine production units of the products submitied in standard, final packaging formal were
randomly sampled from each of the three manufacturing lots prior to sterilization. The sample item
mroportien (S1P) used for all testing was 1.

Bioburden testing was performed according to bioburden test specification SDFY-302-027, and an
average bioburden per product was calculated. A bigburden recovery test was performed to validate the
effectiveness and repeatability of this bioburden test method for this particular product .The pereent
(42.53%) recovery determined from this validation was factored into the average hioburden data to obtain
an adjusted average bioburden per device (See SDFY-302-029). The bioburden data from three separale
manufacturing lots were used to calculate the overall average bioburden per device. This overall average
bioburden was used 1o select the appropriate verification dose from Table 5. STERILIZATION OF
HEALTH CARE PRODUCTS- RADIATION — 1S0-11137-2:2006 for Method 1.

100 product units from a single manufaeturing lot were irradiated at Wuwiang Irradiation Center of
FCRSUL The delivered dose was measured using dosimeters placed by Wuliang Irradiation Center of
FCRSU 1o assure compliance with the required verification dose within £10%.

Following cxposure, the test units were forwarded to TCRSU for sterility testing according to
Sterility Test Specification SDFY-302-024. The documented dose was compared with the acceptable dose
to verify appropriate product exposure. In addition, four sterile samples were previously tested to verify
that no microbiocidal or microbiostatic activity, which might have compromised the sensitivity of the
sterility test method, was exhibited by the samples, or was formed by the verification dose exposure. This
hacteriostasis Mungistasis test was conducted according to SDFY-302-028, using Bacillus Subtilis and
Candida Albicans.

Results and conelusions apply only to the test article tested. No further evaluation of these results is
made by TCRSU. Any extrapolation of these data to other samples is the responsibility of the sponsor.
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RESULTS
The hioburden results for each of the three manufacturing lots were!
Lot No. Average Bioburden (clwdevice) |
MBLOSOS13 5800 |
MBLO90G14 3270
MBLOOTO4 | 5400

Orverall average bioburden: 48233 3cfu/device
Owverall adjusted average pighurden: 11334, B3 clu/device
isee SDF Y-302-02%)

The Guideline for Gamima Radiation Sterilization (STERILIZATION OF HEALTH CARE
PRODUCTS- RADMATION = 1SO-11137-2:2006 ) indicates that the overall adjusted average biohurden
shauld be used to determine the verification dose unless one of the lot averages is two or more times
preater than the adjusted overall average, in which case the largest lol average should be used. Based upon
the hioburden data, the overall average bioburden of 11334, 83 cfudevice was used to determine the
verification dose (refer © SDFY-302-031 for the dose calculation).

The selected verification dose based on the average bioburden was 14.4kGy£10% and 100 product
units were exposed to 12,96-1 5.84 kGy (see the certificate of irradiation).

There was ne bacteriostatic or fungistatic aetivity found to be associated with the products (refer 1o
SDFY-302-028 for hacteriosiasis/fungistasis report).

The sterility test of 100 product units exposed 1o the verification dose yielded zero positive culture
(refer to SDFY-302-024 far sterility test results).

CONCLUSION

The results of the dose verification experiment meet the acceptance criterin as described in
(STERILIZATION OF HEALTH CA RE PRODUCTS- RADIATION — 1SO-111 37-2:2006).This indicates
that. under the conditions of the study, a minimum exposure dose of 28.9 kGy has been determined for
routine sterilization. This minimum dose provides a Sterility Assurance Level (SAL) of 10°° (a probability
of ne more than a single survivor for aach one million product units exposed to the SAL dose),

RECORD STORAGE
All raw data pertaining to this study and a copy of the final report are lo be retained in

designated TCRSU archive files.
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SDFY-302-028

Test of Substance Released from Product
(Product Bacteriostasis /Fungistatic Test)

Method:
1. Preparation of standard microbial salution.

Take sub-culured Bacillus Subtilis (ATCC 9372) and Candida Albicans to prepare the microbial
salution of concentration of 100 cfu/'ml
2. Product treatment

With aseptic manipulation, take sterile products to 100m| SCDB and then incubate at 30~35°C for
24 hours,
3. Inoculation

Positive controls were set up simultaneously with each organism seeded into the culture medium.
All SCOB cultures were incubated at 28-32°C until positive for microbial growth, or for not less than 7
days, The standard plate count method was used to determing the microbial count (colony forming units)

challenging each test or control system.

Resuli:
Inoculum SCDB with product + | Control SCDB +
Chrganism ATCC )
Population standard bacteria standard bacteria
B.subtilis 9372 uli] + +
C.albicans 10231 60l + +
Coneclugion:

The result shows no bacteriostasis / fungistatis present in the product.

Test completed: Jul 13, 2009
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SDFY-302-027

Bioburden Test Specification

Provedure:

| Wash Solution: 0.1% Peptone, 0.05% Tween-80, 0.9% Sodium chloride.

1 Sample preparation: Aseptically disassemble and transfer each sample to the wash solution, and then
shake for 2 minutes.

3. Aerobic culture: Inoculate an aliquot volume of 2Zml wash solution 10 two plates with 20ml TSA each
and incubate at 30-35 °C for 4872 h.

4 Fungi culture: Inoculate an aliquol volume of 2ml wash solution 1o two plates with 20ml RBA each,
and incubate at 20--25 °C for 5~7 days.

5.  Enumeration:

The enummeration is based on standard plate counting method. The microbial number for each

product is obtained by the result of counts times dilution ratio,

Resull.
Sample MBLD‘I[]FI I ] - MBLO9DG14 . HELTHU?M =
No. Aerabic Fungi a’fuamb!c _Fun,gt Acerabic Fungi
- cffdevice cfu/device cho/device  cfdevice  cfu/device  cfuidevice

1 10000 200 BOO <100 10400 <100
2 000 <100 2800 <100 J200 100

3 2400 <100 100 400 GRO0 200
4 4400 <100 3200 200 5000 <100

5 10304 200 5300 300 3600 <100
] 1 GO 200 anoo <100 3800 <100

7 10200 <100 7600 200 4E00 200
G 4000 204 2400 £100 G000 <100

4 310 200 2400 200 BEOD 200

. _| o 2000 2100 1800 <100 4200 <100

Average 5700 100 3140 130 5340 60

(Megative control <10cfuldevice)

Date completed: Jul 15, 2009
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SDFY-302-029

Rioburden Recovery Validation Exhaustive Method

Procedure:

Three samples were used from each lot. Add wash solution into the container containing samples
shaken adequately at 2800 cyclefmin for 2 min. The extraction fluid was removed and enumerated.
[his procedure was repeated to obtain single wash and cumulative nurmber of recovered organisms. Refer
o SDFY-302-027.

Calculation of recovery factor:

 Awverage washl
Average (wash | +wash2-+wash3 twashd)

= 100%=Recovery factor (%)

Results:
Far Aerobes count Recovery
Recovered CFUs per Sample Percemt
b - -
Sample Number Washl Cumulative (washl,2,3,4) Recovery Factor (o)

1 L0000 19920 8. 20

4 A00k 5545 14. 43

a 10400 16521 62,95

Average Percent Recavery Factor: 42.53%

Recavery Multiplication Factor; 100+42.53=2.35

Date completed: Jul |5, 2009
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SDFY-302-031

Verification Dose Calculation

Bioburden;
The bioburden testing and the bioburden percent recovery validation on the three product lots of the

Lap sponge have been completed. The average bioburden for each lot was:

[ Lot No Average Biohurden cfu/device
MBLO%0513 5800 ]
MBLU%0E14 3270
MBLOSOT04 3400
Average 482333

Overall adjusted average bicburden: 4823.33 % 2.35=11334. Blcfu/device

Based on the overall average bioburden level of 11334, 83cfwidevice, the verification dose was
determined directly from Table 5 of the ISO 11137 for Method 1. The verification dose for the products is
14.4kGy.

In accardance with 10 11137 for Method 1, 100 units of product should be randomly sampled from
a single lot of product and irradiated at the verification dose of 14.4kGy = 10%. After imadiation the

samples were sent 1o TCRSU for sterility testing,

If these 100 units which have been irradiated at 14.4kGy, meet the criteria set forth in the 1SC 11137
(no more than two positives per 100 units), then the minimum sterilization dose for a 107 sterility
assurance level would be 28.9 kGy. according to the I1SO11137 standard.
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SDFY-302-024

Sterility Test

Procedure:
I. All testing operations follow the aseptic manipulation. Sterility tests were conducted in a laminar flow

hiological cabinet, class 100.

2. The product was aseptically transferred to the media container using flame sterilized forceps and
SCisSOrs,

3. Samples in SCDB were incubated at 28~32°C for 14 days.

4. The growth of microorganisms wias observed.

Result:
Number of o _ Ineubation
Articles Ivpe of MNumber of Days Mumber of
Articles ) Temperature -
Tested _ Media [ncubated Positive Articles
lested ("C)
.25 100 SCDB 100 ml 28-32 14 0

Conclusion: Test results meet test acceptance criteria.

Date completed: Aug 10, 2009
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