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Food Security
(Sustainable agriculture, food

availability and supply, food safety)

Medicine and Vaccine Security???

Medical Device Security???




POTENTIAL COVID-19 DRUGS
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Coronavirus COVID-19 pandemic

MSEF calls for no patents or proflteermg
on GOVID-19 drugs and vaccines

¢ AbbVie to Allow Use of Intellectual Property for Coronavirus Kaletra (lopinavir/ritonavir) as

an experimental option for treatment of coronavirus

® Amazon, Facebook, Hewlett Packard Enterprise (HPE), IBM, Microsoft, and Sandia
National Laboratories are joining the “ ” by making all of their patents
freely available to the public for use in the fight against COVID-19.
Offering to grant a temporary license for the public to utilize any of the pledgors’ patents

for R&D, deployment of medical equipment, network products, software solutions, etc., to

assist in this urgent public health crisis.


https://opencovidpledge.org/

INNOVATION CHALLENGE IN ENGINEERING

The prototype of this ventilator was invented by MIT
All of this information is freely available at e-vent.mit.edu.
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INNOVATION CHALLENGE IN MEDICAL DEVICES

Cooperation between Honda and Vajira Hospital

NEGATIVE PRESSURE TRANSFER BED




INNOVATION CHALLENGE IN ENGINEERING

The testing booth was first developed in Korea, so that people with coronavirus symptoms

can get tested without being in direct contact with medical staff.
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FDA Regulatory Landscape and Requirements

Drugs G& Cosmeticso Medical Devices
| | |

1 Establishment Registration

Domestic Manufacturer Importer

3

92 Product Registration
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Face Mask Classification*
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Surgical Mask Surgical Mask with N95 mask
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Valve

x Not Classified as a Medical Device

Cloth Mask Mask for Industry

* WINNYUALTRY wwansmInasanwiinnaway (Guidance Re Classification of Face Masks)



Trading of Hygienic Masks
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Designated as Controlled Goods by the DIT---4

L

Export Restriction: Exporter must obtain permission prior to exporting.

Retail prices of Domestic Surgical Masks must not exceed THB 2.50

Prices of other Face Masks are not controlled.

BUT! Manufacturers, Importers, Distributors and Exporters are
required to:
(i) notify the price and must not change the price prior to

receiving approval.

(ii) submit records of the cost price, sales price, import volume,

production volume, export volume and stock volume.



FDA Regulatory Landscape and Requirements

Drugs G§ Cosmetics‘ Medical Devices
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Fast-Track Registration Pathway for
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3. Surgical Gowns 10.
4. Isolation Gowns 11.
5. Equipment for Testing - SWABs 12.
6
7

Personal Protection Equipment  13.

Medical Gloves

(Not including surgical gloves)

Medical Thermometers
Medical Goggles
Medical Face Shields
Medical Hood Coverings
Medical Leg Coverings

Medical Caps



Medical Device Classification

The registration requirements are different depending on product classification

Licensed Notification (General)

Medical Device Medical Device

High Risk Moderate-High Risk Low Risk
® HIV Test Kits ® Physical Therapy Devices ® Other Medical Devices
® Contact Lenses ® Alcohol Detectors not listed as a Licensed
®* Condoms ® Methamphetamine or Detailed Notification
* Blood Bags Diagnostic Test Kits Medical Device

® Silicone Breast Implants* Concentrate for
® COVID-19 Test Kits* Hemodialysis

® Injectable Hyaluronic Acid
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Premise Establishment

AANLULUADIUUTZNDUNSHNARALAS DL DLNNE (k)

O ‘ Product Registration

Tuauyanan
. XX/ XXXX

Tunaes1en1sazLdganan
. XX/ XXX

e 4 ¢ o
Lﬂﬁﬁ]ﬂﬂlﬁ]LLW‘l’lﬂ‘l’l'}lﬂ
a Jagtu anunsandauasuialiay

A = =i
LUDULATIN AN,

s
-

12

TaglADUUN 2L UL UN AR S eUN




Alcohol-Based Hand Sanitizer

Lotion, Solution

Cream, Gel, Foam, Spray °

Owing to the COVID-19 outbreak,

the reclassification of Alcohol-
Based Hand Sanitizer as a medical

device is Cancelled.
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For consumer safety,

. . .
the product is about to Alcohol-Based Hand Sanitizer will

Originally, they are either become a ] .
. o continue be classified as
Drugs or Detailed Notification
Cosmetics Medical Device Cosmetics
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The Alcohol Concentration (Ethanol, Isopropanol, n-Proponol)

lower than 70 %v/v is now banned in Thailand.




Registration Requirements*®
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Cosmetic Control Group Circular Re Procedure and Condition of the Registration of Alcohol-Based Hand Sanitizer

o The Alcohol Concentration must greater than 65 %w/w.

Q Claims

Q Antibacterial, Reduce Microbial Load

g Any statement related to COVID-19, Coronavirus,

Escherichia coli, Pseudomonas aeruginosa, Kill, Safe.

Drug Manufacturer Are allowed to register and produce alcohol-
Herbal Medicine Manufacturer based hand sanitizer without having to

. . become a cosmetics manufacturer.
Medical Device Manufacturer
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Contact Information

- Name: Dr. Atthachal Homhuan
- Telephone: 02-056-5610

. E-mail: Atthachai.h@tilleke.com
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Contact Information

- Name Kittiya Nopparatrungroj
- Telephone 02-056-5750
- E-mall Kittiya.n@tilleke.com
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