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AliF 1 AEE WERFTIESRR
November 29, 2006
Manufacturer
Address,
Country A
Re:Product Name
Dear Sir/Madam,

We are learning the spread and regulations on HIV self test kits for the study group “the
improvement of opportunities and quality of HIV counselling and testing (Pl: Dr Mitsunobu Imai)”
supported by the Japanese Ministry of Health, Labour and Welfare.

Could you please inform us of the following? We are grateful if you could respond to us in your

earliest convenience but not later than 192 December 2006.

We have bought recently a “Product Name” through Internet from U.S. According to the web
site for order, http//www.self-hiv-test.com/, this test kit is approved by Nigerian FDA and is an

over the counter product simifar in use and results to Pregnancy tests.

Question
No.1: Is Product Name which we have received authentic?
(Please see attached pictures.)
No.2: Is Product Name authorized for OTC sale in Country A?
No.3: What are the criteria to authorize HIV self test kits for OTC in Country A?
Ex. Sensitivity, specificity, guidance of counseling, clinical trial,
Is HIV self test kit reviewed with the same criteria of pregnancy self test kit?
No.4: Which countries authorize to sell Product Name as OTC?

No.5: What is the sensitivity and specificity of Product Name?

We would be most grateful for your cooperation, and look forward to hearing from you.
With best regards,

Sincerely,

Takahiro TOKUDA

Drug Management and Policy,

Graduate School of Natural Science and Technology

KANAZAWA UNIVERSITY - Japan

—133—



Email: hb15b06@mailedul.ipc.kanazawa-u.ac.jp

For

Kazuko KIMURA,Prof.,PhD,

Drug Management and Policy,

Graduate School of Natural Science and Technology
KANAZAWA UNIVERSITY
Kakuma-machi,Kanazawa-city,Japan 920-1192

Tel: +81 76 234 4402

Fax: +81 76 234 4403

Email: kimurak@p kanazawa—u.ac jp
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Ak 2 AEEEERER WECRT)XESEN
December 22, 2006
Manufacturer
Address
Re: Summary for our report

Dear Representative of the Manufacturer,

Thank you very much for your kind information. Below is the summary of our purchase for “the
improvement of opportunities and quality of HIV counselling and testing (PI: Dr Mitsunobu Imai)”.
The Report to the Japanese Ministry of Health, Labour and Welfare is written in Japanese but an
article would be written in English for an academic journal. In case you would find out our

misunderstanding and an objection, we are happy to be informed.

Brand name: Product Name

Manufacturer: Name of the manufacturer (country A)
Contract Manufacturer: Name of contact company (country)
Distributor (Country):

Order Website:

Sensitivity: 99.0%

Specificity: 99.0%

Approval status and sales

Country Approving Approved Sales Country/Region
/ Region authority Application
Country A Whole Blood oTC* OT7C, Country A
Country B Whole Blood orc* OTC. Country B
%

*[s name of the product also authorized for POC?
** If there are the other approving countries or sales countries, could you please fill in the
blanks?
Please feel free to correct above.
We are very much appreciating your cooperation.
With best regards,

Sincerely,

Takahiro TOKUDA
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Drug Management and Policy,
Graduate School of Natural Science and Technology
KANAZAWA UNIVERSITY - Japan

Email: hb15b06@mailedul.ipc.kanazawa-u.ac.jp

For

Kazuko KIMURA,Prof.,PhD,

Drug Management and Policy,

Graduate School of Natural Science and Technology
KANAZAWA UNIVERSITY
Kakuma-machi,Kanazawa-city,Japan 920-1192

Tel: +81 76 234 4402

Fax: +81 76 234 4403

Email: kimurak@p.kanazawa—u.acjp
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A3 AEE EBLRRE
November 29, 2006
Name of the head of Drug Regulatory Authority
Adress
Re: HIV self test kits
Dear Or. .

We are learning the spread and regulations on HIV self test kits for the study group “the
improvement of opportunities and quality of HIV counselling and testing (PI: Dr Mitsunobu Imai)”
supported by the Japanese Ministry of Health, Labour and Welfare. We have acquired recently a

“Product Name” through Internet from U.S. According to the web site for order
http www.self-hiv-test.com/, this test kit /s approved by Nigerian FDA and is an over the counter

product similar in use and results to Pregnancy tests.
Could you please inform us of the following?

Question No.1
Is Product Name authorized for OTC sale in Country A?
The manufacturer of Product Name locates in Country A.

(Please see attached pictures.)

Question No.2
Are similar HIV self test kits authorized for OTC in Country A ?

Question No.3
What are the criteria to authorize HIV self test kits for OTC in Country A?
Ex. Sensitivity, specificity, guidance of counseling, clinical trial,
Is HIV self test kit reviewed with the same criteria of pregnancy self test kit?
Question No.4

Are exports of HIV self test kits regulated by the same criteria with domestic sales?

Question No.5
Have you noticed some countries authorize to sell OTC HIV self test kits manufactured in
Country A?

We would be most grateful for your cooperation, and look forward to hearing from you.

With best regards,



Sincerely,

Takahiro TOKUDA

Drug Management and Poliey,

Graduate School of Natural Science and Technology
KANAZAWA UNIVERSITY - Japan

Email: hb15b06@mailedul.ipc.kanazawa-u.ac.jp

For

Kazuko KIMURA,Prof.,PhD,

Drug Management and Policy,

Graduate School of Natural Science and Technology
KANAZAWA UNIVERSITY
Kakuma-machi,Kanazawa-city,Japan 920-1192

Tel: +81 76 234 4402

Fax: +81 76 234 4403

Email: kimurak@p kanazawa—u.ac.jp
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