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Decree on Medical Device (draft)
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Introduction

This feasibility survey in ODA projects aims to improve maternal and child health service in
Vietnam through increased prevention of in-hospital infection during delivery.

In doing so, sterile disposable medical products for vaginal delivery and Caesarean section to
keep parturient women and newborns safe and clean during delivery are to be packaged and
provided under aseptic conditions so as to create safe environment for delivery.

Appropriate use of the disposable products will help prevent secondary infection by collecting
blood and body fluid excreted by parturient women safely while protecting medical staff from
occupational infection during assisted delivery. Proposed products use materials that are kind to
the skin and include a sheet to cover lower body of parturient women.

In the project formulation survey, trainings on in-hospital as well as occupational infection are
to be provided to strengthen infection prevention in medical settings by improving the awareness
of medical staff on infection prevention and promoting effective use of the sterile disposable
non-woven products.

In this feasibility survey, two types of kits of sterile disposable products for vaginal delivery
and Caesarean section have been introduced at selected hospitals to survey the kits in terms of

the lineup, usability, appropriate pricing for the diffusion in Vietnam.

Chapter 1:
Current situation and development needs of the targeted country

Doi Moi Policy that put in practice since 1986 has contributed to Vietnam’s economic
development that achieved economic growth at over 9 percent during the period between 1995
and 1996.

Likewise, Vietnam has improved maternal mortality rate (per 100,000 live births) from 233 in
2000 to 59 in 2010 while infant mortality rate (per 1,000 live births) dropped to 18.9 in 2009,
achieving also Millennium Development Goals.

Facility delivery also reached to 92 percent and giving birth has become an important event in
life to pay more careful attention. However, the protection of dignity of parturient women and
safer and more comfortable environment that provides quality medical services are yet to be
improved.

While some private hospitals are already working on effective infection prevention by
assigning personnel in charge of infection control, awareness toward in-hospital as well as
occupational infection at public facilities where large number of people visit for services still
needs to be promoted.

Through its Ten-year Socio-Economic Development Strategy 2011-20 and Five-year
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Socio-Economic Development Plan 2011-2015, Vietnam is aiming to achieve further industrial
development by 2020 through strengthening international competitiveness, overcoming
vulnerability and fair national development. This feasibility survey in ODA projects emphasizes
contribution to Vietnam’s policy of overcoming vulnerability, especially that of national health

system.

Chapter 2:
Applicability of the Daiei Co.’s products and technologies, and prospects for future

business development

2-1 Daiei Co.’s products and technologies

Daiei Co. started business in 1951 to produce and sell medical hygiene products specialized in
fibers for providing safe medical environment.

Products are designed and developed based upon needs of actual medical settings and through
verification with support from health personnel. In this survey, two kinds of kits of sterilie
disposable products for vaginal delivery and Caesarean section are proposed. As mentioned
below, proposed products will contribute to increase safety and comfort of perinatal care.

In improving safety, proposed products is effective in infection control in terms of “blocking
contact infection routes”, “preventing occupational infection” and “reducing environmental
contamination.”

a) Blocking contact infection routes

Infection takes place when there are sources, routes and hosts and blocking infection routes is
considered the most effective prevention. There are three infection routes, i.e. airborne infection,
droplet infection, and contact infection. The proposed products are disposable and always new
when used, and they can block contact infection routes during delivery. Threfore, the products
prevent multidrug-resistant bacteria infection and Escherichia coli. These are bacteria that cause
surgical site infection at incision sites by perineal and Caesarean sections as well as
Staphylococcal Scalded Skin Syndrome and septicemia that less-resistant newborns might suffer.
b) Preventing occupational infection

Personal protective equipment made of recycled linen allows bacteria and viruses penetrate
due to lack of bacteria barrier properties, which may increase the risk of exposure of health
personnel. On the other hand, proposed products made of fully water-repellent non-woven fabric
can prevent occupational infection even when health personnel are exposed to blood or body

fluid such as amnion fluid.
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¢) Reducing environmental contamination
Proposed products can reduce environmental contamination by preventing airborne droplets of
blood and body fluid, lessening workload of health personnel by making easy cleaning after

delivery and simplifying sterlization process.

Propsed products can contribute to improve comfort of perinatal care by relieve the tension
caused by labor. Sometimes labor continues for long hours and thus it becomes more important
to lessen the stress that pregnant women have to go through. In Vietnam, focus is put on delivery
that finishes as quickly as possible without death of mothers as opposed to safe and humanly
delivery, and excessive medical intervention is becoming norm. In delivery rooms where
delivery beds are not arranged in a way to protect privacy, the parts of the proposed product i.e.
the cover sheet and leggings cover will help minimize the body exposure. In addition, the pink

color has an effect to relax and ease the stress during delivery.

The following features are noted for the proposed disposable kits:

1) Improving safety

Safe collection of Kits use non-woven medical fabric, collection pouch,
blood and body fluid | absorption mat, etc. with different functions such as water
repellency, waterproof, water absorption, heat-retention and
resilience against static electricity so that the kits can collect
blood and body fluid safely without diffusion and prevent
infection to parturient women, newborns, those who provide
birth assistance and contaminated objects disposable services.
Kits also prevents contamination of medical
instruments by amnion fluid and blood, avoiding secondary

infection.

Sterilization As sterilized all-in-one package, sterilized status can be
maintained and sheets and drapes are packed in ways to avoid

cross-infection.

Compact and safe Compared to reusable vinyl sheet and linen products,

disposal disposable products allow compact storage in disposable bag.

2) Improving comfort

Quality of Life Products covering lower body of parturient women
allow keeping body temperature more effectively and prevent
overexposure of women'’s skin. Products that bundle newborns

are good in absorption and soft materials used provide comfort

to babies.
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Pink Gowns Using pink materials for gowns for parturient women
and health personnel create soothing atmosphere in delivery

rooms and help remove anxiety over delivery.

Customized package Customization of the content of kits is possible

according to the procedure of each medical facility during

delivery.

2-2 Prospects for future business development

Daiei Co. started contract production mainly in China since 2004 and sales of the products in
China’s consumer market also started in 2008 while doing the same in Hong Kong’s consumer
markets in 2015.

Many of Daiei Co.’s products for maternity and newborn care such as delivery pat and baby
cotton are developed in accordance with standards required by actual medical settings, and
emphasizing quality, thus winning high prestige from customers as safe and reliable
made-in-Japan products.

Daiei Co. has started contract production of non-woven 100% cotton delivery gowns for
parturient women in Vietnam, and contract production of sterilized kits in Thailand.

Initial discussion for future business development started in 2012 when Daiei Co. participated
in the International Confederation of Midwives (ICM) Asia-Pacific Conference which paved
way for establishment of the company’s local entity “Amethyst Vietnam” in Ho Chi Minh City
in April 11, 2016.

Daiei Co. plans to expand sales network not only in Vietnam, but also other ASEAN countries
through Amethyst Vietnam and this will also contribute to increased production in local
manufacturers in Japan. These expansion plans will be materialized in partnership with academic

institutions.

Chapter 3:

Verification of the adaptability of the Daiei Co.’s products and technologies to Vietnam

In cooperation with the ministry of health in Vietnam, three top referral hospitals, i.e. Hanoi
National Obstetrics and Gynecology Hospital in North Vietnam, Hue Central Hospital in Central
Vietnam, and Tu Du Hospital in South Vietnam, are selected for the survey.

As representatives from the Ministry of Health and the three hospitals, a total of four doctors
(obstetrician and gynecologist, pediatricians) participated in trainings in Japan where they
received lectures on in-hospital infection from Japanese specialists and learned the benefits,
functions and usage instructions of proposed disposable kits, observing also actual usage of the

kits at specialized perinatal medical centers for mothers and newborns.
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Through the trainings, the following 3 package of disposable kits were proposed:
a) Standard vaginal delivery package for trial use at selected survey hospitals
b) Standard Caesarean section package for trial use at selected survey hospitals
¢) Minimum package based upon WHO guideline
For Standard vaginal delivery and Caesarean section package, Vietnam language was printed on
the trial products and the usage manual was also prepared in Vietnamese from user-friendly
consideration.

In April 2016, 20 kits of Standard vaginal delivery and Caesarean section kits respectively
along with other PPE (Eye masks, Apron, Surgical gowns) were provided to each of the three
survey hospitals and tested in actual medical settings, followed by questionnaire survey to health
personnel and parturient women.

Although health personnel in the three survey hospitals did not have enough experience of
using disposable kits, with instruction from those participated the training in Japan and user
manual, the kits were appropriately utilized with due operation procedure. Those women who
used the kits pointed out the cleanliness and responded quite positively in questions asking safety,
and comfort.

On the other hand, testing and questionnaire also showed points for improvement of the

proposed disposable Kkits.

3-1 Points for improvement: Vaginal delivery kits

Firstly, delivery beds in Vietnam does not have a slide-out board to place newborn baby that
are normally attached to Japanese delivery beds.

Secondly, control method of amnion fluid and blood is different. While amnion fluid at
membrane rupture during 2nd stage of delivery is absorbed by absorption mat placed on the
slide-out board in Japan, survey hospitals in Vietnam do not have a slide-out borard and amnion
fluid is being spilled into film pouch.

Blood from the detachment of placenta is caught in absorption mat in Japan while triangle
disposable pouch is attached to delivery bed to secure flow channel which enables constant
confirmation of blood amount and immediate reponse to abnormal bleeding. This process is
routinely practiced in all the three survey hospitals and thus proposed disposable kits need

improvement accordingly.

3-2 Points for improvement: Caesarean section kits

Some doctors, nurse and midwives pointed out that they encountered blood contamination and
uncleanliness on main sheet during surgery and disposal. This contamination and uncleanliness
comes from the difference of adherent transparent drape design attached to main sheet’s open

window part.
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Adherent transparent drape used at Tu Du hospital fully covers abdomen and incision is made
over the drape. This drape make it easy circumference of the main sheet’s open window part
attach closely to skin and blood that flow off from incisional section part flow over adhesive
transparent drape then into pouch. This finding suggests improvement of kits is required to suit

Caesarean section procedure in Vietnam.

Chapter 4:

Proposal for ODA project formulation survey

Proposed ODA project is summarized as follows.

Project Title | Verification Survey with the Private Sector for Disseminating Japanese
Technologies for improving infection control and parturient women's

comfortability through introduction of disposable delivery kits.

Counterpart | - Department of Health, Dong Nai province

- Department of Health, Tien Giang province
Target - Thong Nhat Dong Nai Provincial Hospital
hospitals - Dong Nai Provincial Hospital

- Long Khanh District Hospital
- Tien Giang Provincial OBGYN Hospital
- Cailay District Hospital

Local - Maternal and Child Health Department, Ministry of Health
partners - Infection Control Association Ho Chi Minh (tbd)

Direct Doctors and midwives at OBGYN department of target hospitals
beneficiaries

Indirect Pregnant women in the project area

beneficiaries

Overall goal | Pregnant women are able to receive safe and satisfactory delivery

through the introduction of the proposed products.

Project Safetyness and satisfaction of delivery are improved through the
purpose introduction of the proposed products in the target hospitals.
Output 1. Proposed products are designed and become customizable according

to the needs of medical facilities at each level in Vietnam.

2. The quality of delivrey service is improved.

3. Business plan (promotion and marketing plan) of proposed products
is formulated.

Japanese - Daiei Co., Ltd.

side - External human resource: Japanese Organization for International
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Cooperation (JOICFP), Tu Du Hospital

Input by Consultation with Japan side, acceptance of trial introduction,
Vietnam Arrangement of workshop trainers and other support when necessary
Project Approx. sixty million Japanese yen

Amount

(Approx)

Project 2 years (planned start in September 2017)

duration

Development | 1) Reduction of in-hospital infection risks through safe delivery service
effect (increasing safety)

Gynacologists of Tu Du Hospital pointed out problems associated
with infection control at provincial as well as district hospitals. It was
also found out that incidence of surgical site infection is 0.36 percent
at Tu Du Hospital while it was 1.78 percent at Tien Giang Provincial
OBGYN Hospital and 2.5 percent at Thong Nhat Dong Nai Provincial
Hospital. As stated already, proposed products are effective in
infection control in terms of “blocking contact infection routes”,
“preventing occupational infection” and “reducing environmental
contamination.” Throuth the introduction of proposed protection kits,
this survey aims to improve health personnel’s awareness of infection
prevention and encourage their practice through trainings on infection
control in both Japan and Vietnam. It is expected that improvement of
safety will contribute to reduction in the incidence of surgical site
infection at delivery. Using disposable products will also reduce the

workload of cleaning after delivery and sterilization.

2) Improvement of delivery service quality (increasing comfort)

Legging cover of the kits can reduce embarrassment that parturient
women experience when they expose their skins excessively in
delivery rooms at survey hospitals. The products are comforting pink
in color, which has an effect to make women feel relaxed in delivery
rooms, where normally not so congrotable. Further, the warm color
changes ambience of delivery rooms to homely space with less
investment. They are disposable, and new kits are always provided
at each delivery, contributing to improve the sense of hygiene.
Because of the above features, the products can increase the comfort

and the satisfaction of parturient women during delivery.
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5. Plan for developing a business

5-1 Establishment of local office

During this feasibility survey in ODA projects, on April 11, 2016, Daiei Co.’s local office
named as “Amethyst Vietnam” was established. Under a representative dispatched from Daiei
Co., Ltd., six local staff were hired (interpreter/salesperson, factory chief and staff) and have
since worked to create enabling environment and factory preparation so that proposed kits and
related perinatal medical products can be sold in Vietnam’s medical as well as consumer markets
in 2017.

Local interpreter/salesperson and factory chief received training in Japan for 80 days from
April to July 2016 at Daiei Co.’s head office in Osaka and factory in Mie Prefecture.

Amethyst Vietnam already made preliminary agreement with a local factory at An Phuoc
industrial complex in Long Khanh District, Dong Nai district, and now carries forward the
procedures on application for the patent as well as license for the production and sales of medical
supplies.

Production of perinatal medical products is to be started in October 2016 and the sales are
expected to begin in early 2017. Production and processing line is expected to go into operation
in October, 2017.

5-2 Sales plan and earnings estimates

Daiei Co. will plan different business strategy for medical and consumer market. For medical
market, through local distributers that has its network with existing medical facilities, sales plan
will firstly focus on Tu Du Hospital as a main sales target because it is the top leading hospital
giving guidance to lower-level hospitals.

In project formulation survey, Daiei Co. will make proposed products customizable at
hospitals at provincial and district levels, aiming to increase usability and promote sales.

Based on the feedbacks obtained from obstetricians and midwives, additional development
and sales of disposable products for gynecological surgery as well as laparoscopic surgery will
be planned.

After achieving recognition of Daiei Co. in medical market, branding strategy targeting
Vietnamese women in consumer market will also be developed, which is to introduce maternity-
and newborn-related products. They are supposed to be sold at shops in hospitals and through
internet.

Daiei Co. plans to expand sales of the products in other ASEAN countries after 2018 and aims
to generate 160 million Japanese yen (16 billion US dollar at the exchange rate of 100 yen to the
dollar) in 2020 in total.

84



Ry Fk (FEX)

85



	表紙
	写真
	目次
	略語表
	図表リスト
	要旨
	ポンチ絵（和文）
	はじめに
	０－１　調査名
	０－２　事業立案背景
	０－３　調査の目的
	０－４　調査対象国・地域
	０－４－１　調査対象国・地域・都市名及び選定理由
	０－４－２　調査対象国が抱える開発課題
	０－４－３　調査対象国の開発課題に係わる政策及び取組み
	０－４－４　調査対象国に対する我が国援助方針との合致
	０－４－５　対象施設

	０－５　団員リスト
	０－６　全４回現地調査工程
	０－７　調査の方針

	第1章　対象国の現状
	１－１　対象国の政治・社会経済状況
	１－１－１　 概要
	１－１－２　行政単位
	１－１－３　人口
	１－１－４　政治状況
	１－１－５　経済状況

	１－２　対象国の対象分野における開発課題
	１－２－１　ベトナムにおける周産期医療の現状
	１－２－２　分娩時における手術部位感染の発生
	１－２－３　医療従事者の業務過多に伴う、医療サービスの質の低下

	１－３　対象国の対象分野における開発計画、関連計画、政策及び法制度
	１－３－１　開発計画と関連計画
	１－３－２　ガイドライン
	１－３－３　ビジネスに関する通達
	１－３－４　ベトナムの医療（感染性）廃棄物処理に係る法制度

	１－４　対象国の対象分野におけるＯＤＡ事業の先行事例分析及び他ドナーの分析
	１－４－１　ベトナムに対する我が国ＯＤＡの概況
	１－４－２　本調査に関連のあるＯＤＡ案件
	１－４－３　保健医療分野における他ドナーの動向

	１－５　対象国のビジネス環境の分析

	第2章　提案企業の製品・技術の活用可能性及び将来的な事業展開の方針
	２－１　提案企業及び活用が見込まれる提案製品・技術の強み
	２－１－１　大衛株式会社の強み
	２－１－２　提案製品・技術の特長・強み
	２－１－３　業界分析及び提案企業の業界における位置付け
	２－１－４　国内外の同業他社、類似製品及び技術の概況

	２－２　提案企業の事業展開における海外進出の位置づけ
	２－２－１　提案企業の海外事業展開方針
	２－２－２　海外進出の現況

	２－３　 提案企業の海外進出による日本国内の地元経済・地域活性化への貢献
	２－３－１　地元経済の活性化
	２－３－２　地域活性化
	２－３－３　社会への貢献活動の活性化
	２－３－４　人材育成


	第３章　製品・技術に関する調査及び活用可能性の検討結果
	３－１　製品・技術の検証活動
	３－１－１　技術の検証活動の概要
	３－１－２　検証活動の実施状況

	３－２　製品・技術の現地適合性検証
	３－３　製品・技術のニーズの確認
	３－３－１　公立病院
	３－３－２　官民連携病院

	３－４　製品・技術と開発課題との整合性及び有効性
	３－４－１　院内感染対策の徹底による分娩時の安全性の向上
	３－４－２　分娩時の産婦の快適性の向上

	３－５　実現可能性の検討
	３－５－１　ＯＤＡ案件化における実現可能性
	３－５－２　事業展開における実現可能性


	第４章　ＯＤＡ案件化の具体的提案
	４－１　ＯＤＡ案件概要
	４－２　具体的な協力計画及び開発効果
	４－２－１　普及・実証事業案
	４－２－２ 普及・実証事業での対象地域
	４－２－３ 普及・実証事業での対象地域
	４－２－４　実施内容及び実施方法

	４－３　他ＯＤＡ案件との連携可能性
	４－４　ＯＤＡ案件形成における課題と対応策
	４－４－１　適正な価格設定
	４－４－２　法的手続きの遅延を原因とする事業スケジュールの遅れ

	４－５　環境社会配慮にかかる対応
	４－６　ジェンダー配慮

	第5章　ビジネス展開の具体的計画
	第6章　その他
	６－１　経腟分娩用キット取扱説明書（一部）ベトナム語版
	６－２　対象病院の指標と現状

	英文要約
	ポンチ絵（英文）

