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Health Technology Assessment Report of Glucosamine
C ONTENT S National Evidence-based Healthcare Collaborating Agency (NECA), Seoul, 2010
NEC
1. YT BEN—RETOIHDIEHRIZANB A SuuE B0 S0
BER0IEIY 2O By systematic review, it was
found that there were lack of
2. Quality, Safety, Efficacy, Information, Cost, & X evidence to reach conclusions
that glucosamine is effective
_ for treatment and prevention
3.THM1EITED x (QC & QA) of osteoarthritis.
Bae SC. Glucosamine and chondroitin products: Are they being used appropriately?: NECA News letter
1 EVIDENCE & VALUE 29. Sep. 2010; 20-1 http: .re.kr/ebook/vol4 vold_eng_al/EBook ftm
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Glucosamine: same evidence, different policies

Drug
ethical ot1C Roui
Reimburse | No | [ Japan | U.S.A. (food supplement)
-ment Germany Canada (nutritional product)
Scotland Austria (complementary medicine)
Sweden Malaysia (health supplement)
Ireland singapore (health suppl ]
Korea
| Yes Korea
Taiwan
Thailand

Dr. Dae Seog HEO, SNU

Glucosamine not as “active ingredient” (B 15X 53
in OTC drug in Japan, but as “additive” (ZsHNE!)
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“Se 34 B B & ”(Nutritional supplementary food) as “so-called” health food
Same brand name “Flexpower” in both as OTC dru . . . : i
« P ” g Words: Sitting, standing and walking Image: knee pain
and “so-called” health food K
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No infa ti £ ol _ (“health supplementary food”)
(Noin ?rm‘a ton 01 8UCOS- ' Kind of “so-called” health food Questions: - What is people’s perception of this product ?
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- How people recognize this product ?
15 16
Ethical glucosamine in ROK Package insert of Ethical glucosamine in ROK
emiir..
mn;'x;:‘.‘l“-unerl tsn:ur SLES ANV e — H','" 3
Fact || = JEFTO
IRy IS4
P e
e v 3 Y "
18

17




QUROMIN(Glucosamine suffate) Glucosamine
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oTC 2SS0 2s
] . (EEBEReILE) OTC
Reimbursed by national Not reimbursed
health insurance in ROK] by national health
insurance in ROK
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Glucosamine : -
. . P ™ A
same evidence, different policies M‘;’&I ET2X
HEEERE ~ Mk < OTC < ERA
ethical oTC
Reimb | No Ttalia Germany Japan (health food)
ursem England Scotland U.S.A. (dietary supplement) ’\)'/17 I-/_A
ent Sweden Canada (nutritional product)
Ireland Austria (complementary medicine) B~ L]
Korea Malaysia (health supplement) wﬁgﬁﬁnn Fal-k < OoTC < Eﬁm )

Singapore (health supplement)
Korea (health supplement)

Yes Korea Korea ﬁﬁ:ﬁ‘%lﬁ%ﬁ:“@**@ﬁ?ﬁ'}—(ZLIZ\§7§TIE7—"‘/
izl ADHSDIBEL, ENITETANILRIL—LDES
. DIEEH, ZDEYIZHESTULEL SRLOXEELT
Dr. Dae Seog HEO, SNU and revised by TSUTANI K TFERBIZIEDLDENEGOTINTE, \vr—U 2%
Health claim and evidence in health food in Japan: vocabulary and law. Int'l Conference ﬁf:Eﬁiﬁ%%li%@ J1’3 ‘: 'i& HH)I’J'CL‘UL‘T:'aa o
& Exhibition on Nutr icals and F\ ional Foods (ISNFF). 16 Nov 2011, Sapporo, JPN 22
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EOEEMERA
Rational Use of Drugs

1. %E  Quality
2. &2 : Safety
3. %t . Efficacy
4. $ZFM : Cost

5.1 #R : Information

at WHO Nairobi Conference, 1985
REHLME. P-drug ¥=aFJ)L: WHODTTHIEERBEMFA. EFREE 1998 23
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Chiang Mai Declaration

Saving Lives by Saving Plants

at WHO/IUCN/WWF International Consultation
on Conservation of Medical Plants

Chiang Mai, 21-26 March 1988

| Current Movement in TRM/CAM |

PHC Ecology

|EDL 1977 |rRM 1971

Alma Ata
Declaration 1978)

UD 198
Chiang Mai
Declaration 1988
HO Guidelines
n H.M. 1991

( EBM 1990s)
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Rational Use of
ok s wn o o oo _ swons s newsw s Traditional Medicine
Sustainable Development Goals .
1 POVERTY Quallty
SUSTAiNAELE
E;“?Sf."fg Safety
Efficacy
Cost
prpm— Information
@ Ecology
. UN, 2015 "
t.un.org/
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Rational Use of
“Intermediate Area between Drug and Food”

1. &  Quality

2. ®&ME : Safety

3. BXME : Efficacy

4. FFFM : Cost

5.1 #R : Information

6. £HER : Ecology »

Rational Use of Health Technology

1. B : Quality

2. REM . Safety

3. B%htE . Efficacy

4. #FF M Cost

5.1 #R : Information

6. £HER : Ecology
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ICH

Q: Quality

S: Safety

E: Efficacy

M: Multi-disciplinary
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“Monitoring”
ICH-GCP (E6) 1998

The act of overseeing the progress of a
clinical trial, and of ensuring that it is
conducted, recorded, and reported in
accordance with the protocol, Standard
Operating Procedures (SOPs), Good
Clinical Practice (GCP), and the applicable
regulatory requirement(s).

For quality control (QC)
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“Audit”
ICH-GCP (E6) 1996

A systematic and independent examination of trial
related activities and documents to determine
whether the evaluated trial related activities were
conducted, and the data were recorded, analyzed
and accurately reported according to the protocol,
sponsor's standard operating procedures (SOPs),
Good Clinical Practice (GCP), and the applicable
regulatory requirement(s).

For quality control (QA)
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mEEHE
quality control (QC),quality management

TEFDERICE-REDRYMRIEH—ERERZFHMIZMEY
HI-ODOFEOHR. RBEEEEZRLTQLLIZENHS.
Ffo, RN REEEE, MENEFEEREBLTLSOT,
Y CHEETEY S B & H (statistical quality control, B&L TSQC)& LY
STENHS.

REEHENRMNICEET 50121, THORE, AR
F% BROME, FRit, £EER BE-NE, 85 BRE
RFERVTIZ——ERMBWICIHE, ABLRELELETE
BOLEMEICH-Y, BEEZIROERE, BEBE F£EL
ELEDLBEDSMEBNPRETHD. ZOKSICLTERR
SN REEEE 21 HRE B (company wide quality
control B&L TCWQC) X I$#4 & i & B & E2 (total quality control,
BLTTQC)&LNS. 78101
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MEBEEEE, RICHMANDZLSIGFBTHRRELTESH, 1)
&, FRIEFEEVSZETUONCE RERERBICEHSE
S hM\(contro) &LV Tz D FFEENELVIE K Tquality control&
LTT7 A AT E >z, FRERRBEBARICEASH,
MEBBEVSRENETONED, BEEICVLDZIEX, 0
B, RD2DODEKRTIRIATH 1=,

(1) “quality" DRI R E I TG HEIZIE I THD. HEIC
YT BHEEEL, product quality TH3.

2) BEED “control” MEMRIZIE, FHEl(planning)BEBEIE & FE
NTHELT, StEIFEZONF-EDELT, EEMLRETE
DEERERHEL, TOEEIHNE, ZREEZLTHEEL
BEVLWSEKRTHD. LECAT, BAEBEOIMEREIZIK, 5HE
HEENEFEN TS, LI=h3>T,IE LLautomatic control®
RO BBHETH D LS, TRBEHIEIEONSKSIGERED,
ELLRTHS.
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Japanese Pharmacopoeia 1% ed. (JP1, 1886)

* In Japanese
« Published as a separate

Why it took 9 years? (1877—=1886)
Complicated Members of Publication Committee (1981-1985)

Editor in Chief: (1) Hosokawa, Junjiro (§8)11 ;8 %R E8) (1881-84), lawyer
(2") Hijikata, Hisamoto (£ FA7T) (1884-85), politician
(3"%) Yoshikawa, Akimasa (35I| SHIE) (1885), politician

volume to the Ordinance
of the Home Ministry,
No. 10 (Addendum for
the Official Gazette No.
894) in 1886

* 2 columns, 78 pages of
text, 8 pages of index

* Each section contains
468 products; 10 general
rules for preparations
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Japanese members (11)
Hayashi, Nori (#* #2)
Ikeda, Kensai (Gt FE W)
Ishiguro, Tadanao (G REE)

(joined in ’83)
Matsumoto, Jun (37 J[E)
Miyake, Hiizu EEH
Nagamatsu, Tokai (KIAHHF)
Nagayo, Sensai  ({REZ¥EH)
Ogata, Koreyoshi (#&/{4E)

(Joined in ’83)

Shibata, Shokei  (SEERHE)
Takagi, Kanehiro (MA#3R)
Totsuka, Bunkai  (FiZ30#)

Non-Japanese members (7)
Hollander (4)
Beukema, Tjalco Wiebenger
Eykman, Johann Frederik
(until °85)
Geerts, Antonius Johannes Cornelius
(deceased in ’83)
Heyden, Wolhelmus Hubertus
von der (joined in ’84)
German (3)
Baeltz, Erwin von

Langgard, Alexander
Scriba, Julius Karl (joined in *84)

A discussion regarding who should write the pharmacopeia began. Then a multi-
national (Japanese, Hollander, German), multi-disciplinary (physician and 2
Eharmacistb group formed. The composition of the group changed many times. Als
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Antonius Johannes Cornelius Geerts

Poufarser f s Woll fam of K s

Geerts drawn by Kiwa Geerts

A.J.C. Geerts

1843-1883 Georges F. Bigot, 1853-1934
French painter
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“Good enough for America”

¢ In the mid-nineteenth century, the term
“good enough for America” was used to identify
adulterated medicines destined for the American
market.

¢ ... Providing poor medicines was a growing business
and the market was growing with the rapid
expansion of the country itself.

Ref: Dennis Worthen. “Good Enough for America”: Adulterated drugs and
the 1848 Drug Import Act. Pharmacy in History. 2018; 60(1&2):17-28.
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Era of Patent Medicines
Sarsaparilla  CRERRMHEF=1)

1) Young, James Harvey. The toadstool millionaires: a social history of patent medicines in
America before federal regulation. Princeton: Princeton University Press, 1961. p. 282.

2) Young, James Harvey. American Self-Dosage Medicines: An Historical
Perspective. Lawrence: Coronado Press, 1974.

3) Young, James Harvey. Pure food : securing the Federal Food and Drugs Act of 1906. Princeton

«1945F DREEZR . BXRICTIVY
HIZ&oTHI=HENT-quality
control (EEHE) LY+,

«1877F M 51886 F [TH T THERE
n-BARERFDOBEELE-EES
DIREEBIDAMN, £THS,

University Press, 1989. [ chapter 1: A “murderous traffic” in imported drugs | 46
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