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—1.58D i) THILTARHRER 2 02810
ng/ml LT THILZIERBRETES W)
FiELHD, FOMOEL, HEEE—2SD
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7B T 10 ng/ml Rii &V D OPTIF I
BUI-BBEEL > TS, A ATV
LI FIE. RERLVECARARBEEE
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BY, BEREKERECHEL WA &
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i, RERIX2 cmiyear BnEWV, BES
HIEEEZANTNHNDIDE, F—RA T
T TENBRAD 10 /X—F 2 Z AV
(#1—1.5SD) DHETH S,
ERET, T XCTHET 0.5 IU/kg/#E &
W 0.7 WUKgMEE T (Bick~TiX 1.0 IV
/kg/BE T) JBROBERD LN TN D,

2) Turner JEEREIZI51T D IBRBALE
FIEEEBIORESE (%4)
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FWAEWRGFEE LY 2 VETIEE
BRETH B,

3) NEENERENEEREICRBITSAE
PREALE - MkGE - PUE RS L OG5 E (&
5. 6)
NRBHEBARSHETEE T, NNENS
WELIY LEBOBEMESGEL WS T
EBZNTHD, BRN Do T, TR
BT, Turner EBEEL AU L 912, 0.7~1.0
IU/kg/i8 & B & TdH - 7,
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EARGICIE, B 6 7T THURERL
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STWHEHE (Z7 02 - BE) v 55,
REREIL. ZIIBAD 3 50 1~2
T, AATTNADLEHIZRK6 5D 1 DEY
Hd, T, BEMNRERZEHETHIEIT
HFE T AU E Uil 1FEAY
DEDPBAT E 7IIREIZ LY 100%165EE
BHN—=SHTW5D, £z, KFEHEDOET,
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bhTna,
WMEBERETALTHL O -7, 18K
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R FEELEORE FAE IRERRE .
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ATz —F L, BETROLNLTEY ., &
NEEFEHBREREN 7 7 A TEBE
LT,

B NVE AR B R BIE DO GE
BsEE L, B R —2SD £ T 2 #ED
iR ARV o S WRIEERER T 10ng/ml A
EWIHENEDST, LNLT AU HRE
Tix, Lawson Wilkins Pediatric Endocrine
Society 34 N7 A VA LTV B,
ERIITFON TB L TEMOBKERE & R
DR THREIN TV 2, Wyatt 5 ¥D
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<. EFICHRAFRILRE ThH T, TRRE
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#1(@). MERSNVE VG AREERERIECET ST o 7r— b

GH deficiency Name

Japan Your country( )
Recommendation by | 1. Study group of Hypothalamo-pituitary of
the authority MHW

2. Foundation of Growth Science(FGS)
Most physicians accept Criteria by FGS

Criteria to start 1&2 Bone age:<17 yrs (boys),<15 yrs (girls)
Height SD score: =-2.0 SD (=6 years)
or Growth velocity SD score: =-1.5SD
during preceding two years
Peak GH = 10ng/ml in more than two tests

2. See the detail in Table 1

Criteria to continue | 2. See the detail in Table 2 No or Yes (Please write in
detail)

Criteria to stop 2. See the detail in Tabie 3 No or Yes (Please write in
detail)

GH dose 0.5 U/kg/week, strict

Who can prescribe Any medical doctors (not specialized)

GH?

Cost for 12 IU/week | $2000/month

How medical 70% covered by health insurance

expense is covered? | 30% covered by Grant from MHW and local

: government

Regulation system Foundation for Growth Science
80% of all GH-treated patients are
registered.

Estimated patients approximately 17,000 patients

number in a year

GH treatment for
non-GHD short

stature
IUGR Not approved
Achondroplasia Approved
Adult GHD Not approved

Others(specify) Not approved




# 1(b). Tumer JEREEICBAT A7 47— b

Turner syndrome

Japan

Your country (

Recommendation by
the authority

Criteria to start

Criteria to continue

Criteria to stop

GH dose
Who can prescribe
GH?

Cost for 12 {U/week
How medical
expense is covered?
Regulation system
Estimated treated-

patients number in a
year

foundation for Growth Science (FGS)
Most physicians accept Criteria by FGS

GH treatment for Turner syndrome is
approved only in Turner syndrome with GH
deficiency
Chromosome analysis : deletion of Xp
Bone age : <15 yrs
Height SD score: =-2.0 SD (=6 years)
or Growth velocity SD score: =-1.5 SD
during preceding two years
Peak GH = 10ng/ml in more than two tests
See the detail in Table 1

The patients must fullfill the following three.
1. Growth velocity (GV) in a year fullfill any
of following three.

a) GV =4 cmlyear

b) Increase in GV in the 1st year=1 cm/year
c) GV in the 2nd treatment year=2 cm/year
GV in the greater than 3rd treatment year=
1.0 cmiyear

2. Bone age <15yrs

3. No severe adverse events

When the patients fulfill one of the following
three

1. GV < 1.0 cm/year

2. Boneage =15yrs

3. Severe adverse event

0.5 U/kg/week, strict
Any medical doctors

$2000/month

70% covered by insurance
30% covered by Grant from MHW and local
government

Foundation for Growth Science
80% of all GH-treated patients are
registered. approximately 500 patines

No or Yes (Please write in
detail) '

No or Yes (Please write in
detail)




#1(c). NEBHEBR2MHEERECETZ 77— b

Chronic renal failure

Japan

Your country ( )

Recommendation
by the authority

Criteria to start

Criteria to continue

Criteria to stop

GH dose

Who can prescribe
hGH?

Cost for 12 IU/week

Regulation system

Estimated treated-
patients number in
a year

Foundation for Growth Science (FGS)
Most physicians accept Criteria by FGS

Bone age:<17 yrs (boys),<15 yrs (girls)
Height SD score: = -2.0SD (=6 years)
or Growth velocity SD score: =-1.5 SD
during preceding two years
Creatinine clearance =50ml/min/1.73m?

The patients must fullfill the following three.
1. Growth velocity (GV) in a year fullfill any of
following three.
a) GV = 4 cmlyear
b) Increase in GV in the 1st year=1 cm/year
¢) GV in the 2nd treatment year=2.0 cm/year
GV in the greater than 3rd treatment year
= 1.0 cm/year
2. Bone age <17yrs (boys) or <15yrs (girls)
3. No severe adverse events

When the patients fulfill one of the following
three

1. GV < 1.0 cmlyear

2. Bone age = 17 yrs(boys) or 15 yrs(girls)
3. Severe adverse events

0.5 U/kg/week, at start. The dose can be
increaed to 1.0U/kg/week when the patients’
final height is predicted as shorter than
—~2SD (use original prediciton table)

Any medical doctors

$2000/month

70% covered by insurance, the rest can be
covered by Grants from local government in
some area

Foundation for Growth Science. almost
100 % of all GH-treated patients are
registered.

approximately 120 patients in 1997
(it is approved in June 1997)

No or Yes (Please write in
detail)

No or Yes (Please write in
detail)
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# 2. HEFRVECHDUAREMES BEOIAFRGEE

G R BRaEYE
HA K74 2E B e ﬁfﬁf?ﬁ?ﬁ]ﬁ{ﬁ\
#A--ZA 7 U7 | Australia (A2 S} B ERE Y
Paediatric BASSmEKME |26 v -k | RL
Endocrine Growp | ZA358RE | 0000000 | ]
1~10 N -t/ 4N 2 f&48 10 ng/ml
P EY National GH % 15 R —1.5SD ki | 2 #&3F 8 ng/ml
Committee L % 13 BRN B AL | RE
R Canadian GH 3N =t vk | —2SD i G2 e 2 #&%5 8.0 ng/ml
advisory Group IN U PAVERE | R
TAYD Drug and
Therapeutic
Committee of L AW L ol
LWPES
2% x—3% . | -GH advisory —2SD #ih 2f8T
board 1)32mU/L F3
- National XV re=hvitis
registers for GH 2L 7L 2)24mU/L
treatment in £) pu—hAm ik
children
e L 7L L 7L mL
KA Working Group | short stature BEBROEN 25 N =b/h VR 1)2 FEEH T 10
of Pediatric it ng/ml i
Endocrinologists 2)1 FEE T
10 ng/ml i
L VIGF-I,
IGFBP-3 {&f&
TG R Health Authority | —2SD Hi JEFEE S 2fEH\T10
L —1SD i, or | ng/ml F
4cmiyear KW
A5 H GH Advisory short stature BEHOEN 2FHT
Group 10ng/ml =7
IGF-l, IGFBP-3
{ERE
A~ GH Advisory —2SD i .y 2f&88TC
Group ‘ 10ng/mi LT
Lk -Society of —2SD LULF J& e n e 2 4 cmiyear AT | 2FESET
Pediatric —2SD ELF 1ong/mi LA
Endocrinology B 16 BRI
- Endocrinology 14 Bk
' Society of ROC "%%;f—gj@a"}rét" '}(E[/"'""" '}it _______




R 3. KERA/IVE VWA RIS RIEOTREM R - thib s L OVAER

Hkfo ZE o IF L B E
F—=AMZVT | BEBEYKREEN 50 | BEBEYRER 14~22 |U/m3fwk
N =EBAVEL B TR E B | 50 N -t RS (0.5~0.7 1U/kg/wk)
SDxarvw g EEH B 155 BT
7z 13.3 mARis
HE 10 v
% 169cm. # 156cm
AAZT N L =gkl HipR 72 L
BFH B R 4emifELL AR R dem/E R 0.18~0.24 mg/kgiwk
BFEE B 16 mRE BEEH B 16 BRI (0.50~0.72 1U/kg/wk)
# 15 AT 15 Ll b
TAUH L L 0.025~0.05 mg/kd/day
(0.525~1.05 1U/kg/wk)
A 2T REROYE RAEHRICE LR (5| 0.11U/kg daily
FA K LT, A GHD| (0.7 1U/kg.wk)
DG & {kfe)
AFY R 2L 7L 14~20 lU/m?wk
(0.5~0.7 IU/kg/wk)
KA 7L L WE 0.5 IU/kgliwk
BOGMBEBTIITHEE T
%
7R = 2om/AELL L R 2cm/ERK 0.6~0.9 1U/kg/wk
B E B EREY
RERINEELL B
*5 K 2L REFRET WE 14 1U/mPwk
(0.5 1U/kg/wk)
RIGIZEVHETED.
AARA RE R 2cm/4ELL ook | RE R 2cmIFERTE ATEZEH 0.5 IU/Kkg/wk
EEIILRTE & 0 E BEH 0.5 - 0.6 IU/kgiwk
B R 2R 2cmi4ELL b R 2emiEARTH 0.7 IU/kg/wk
BER B 16 BRI FHEE B 16U L
7 14 BRTE 714 Rk
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# 4. Turner JEMEBE O IGHRBALAIEYE - MpeRYE - UL JUNARE

A RTA L | IBFERERE | R o ik e GRE
F—2 5 U7 | Australia Turner JEMERE RN Turner iZZ¥0 | 14~28
Paediatric Turner Z#0 Turner E# o | &HE SD 2770 | IU/m?wk
Endocrine 95 1 =B VEL 50 N —tuaAVEL | BRI AR (0.5~
Group T. catch-up 28 | k. ¥7i1s | BERH 0.71Urkglwk)
I £ SD Jar Dk 13.3 Uk
%
I E % National GH Turner fEBERE 2L 2L R L
Committee 1 BRR
BFH GH advisory Tumner FEfREE | RERE ALER 0.18~0.375
Group Acm/#ELL E Ac/EERT | mglkg/wk
B g B (0.54~1.125
15 AT 15 meLl b IU/kg/wk)
FAY T Drug and Turner JE & EE L L 0.025~0.05
Therapeutic mg/kg/d
Committee of (0.53~1.125
LWPES 1U/kg/wk)
x%=—5> | -GHAdvisory | Tumer SEf&E | oL By RiciE | 0.7 IU/kg/wk
Board LizE &
National
regsiters for GH
treatment in
children
AFXY X L Turner JEERE 2L 2L 28 IU/m?iwk
KA Working Group | Turner fE{&#¥ L 2L 0.7~1.0
of Pediatric 1U/kg/wk
Endocrinologists
TSR Health Authority | Turner SEfEEE 2L REE 07~1.0
1Tem/ERT | IU/kgwk
BEH
. 14 UL b
AA~A Committee for | Turner SEE# | REZ RER 1 IU/kg/wk
the rational use 2cmiFELL E 1Cm/EE A T
of hGH - D E B
CEs 15 kLl b
156 A
HiE -Society of Tumer EEER |1 EBORERER | KEE 1 1U/kg/wk
Pediatric BEfmemilE | 2omM4ELLE dcm/FRTH
Endcrinology =25 SDS DikE B AR
-Endocrinology | - _2sD sk (o 14 %Ll b
Society of ROC | &tz dcm/EEDL E
14 %K "B
14 BERM




% 5. /NREBMB R EMRE BAE ORI LA B

HARTA

TR RAR AL VE

FE

ikin il

REF

BBt AE

F—A U7

Australia
Paediatric
Endocrine and
Nephrology
Group

25 N =tuh4
WL

% 15.5 IR
# 13.5 K

BAEEE Y Rk
25 N b BAVEL
-

WTFzy PN TT04
30mi/min/
1.73m?

A AT )L

National GH
Committee

L

F 15 mA T
213 AR

ATHE

GH advisory
Group

TAYUL

L

2L

2L

7nL

*GH Advisory
Board

-National
regsiters for GH
treatment in
children

L

L

L

PETR

L

L

L

mL

L

[ Y

Working Group
of Pediatric
Endocrinologists

Health
Authority

short
stature

&

Committee for
the rational use
of hGH

—2SD LA
*

TTF=y - INTIA
50mi/min
/1.73m? k78




# 6. /NRIBHEE R SRS BIE ORIk - ik EiER JORE

A o ok FEHE BFEE
A=A 7 VT B Y R E RN | BERE Y RE R | 14~28 UM wk
50 ' —ta4vLL 50 N =Y/ AAVETE (0.5~1.0 1U/kg/wk)
EJ A p | Bt
HE SD 2a7d L5 B 155k
Z 13.5mA
A AF I L 2L HlFR7Ze L
P+ 7L 1.0 IU/kg/wk
T AV L 2L
AT T 1.0 IU/kg/wk
PP 7oL 7L 14~30 1U/m?wk
(0.5~1.0 IU/kg/wk)
R L 2L 0.7~1.0 IU/kg/wk
TSR
1.0 1U/kg/wk
ANA 1 EBRER RER 1ecm/HFE R
4cm/FELL k| BEEE T RU L
2FHLE 15 Bl b
2em/FLL kR '




K 7(a). KEFNVE MR EMHEEE RIED GH I

1BREDER 48IU/ A x| 1BEE OB Regulation WEBREK
system
A==+ Y | EMR 81,744 [ 100% GH program, | 700 A (4%
7 T AS$913 Government Government B4 120 A)
reimbursment Drug
Evaluation
Branch
A RXF )L RS 43,344 1 90% by National GH HZEME 35 A
ZhTh $344 insurance Committee BREEME 10 A
AT &E 100%
100% covered | registered
ihoat g EEf7R 5 89,500 M 70-100%WMERF | 72 L 300 A
T Ca $1000 75 cover, 7%0
HIRENE A
#
TAYD ERf72 & 152,160 M B 80-90% L 25,000~
7ZHTh $ 1200 30,000 A
A7 x—F v | B D 95,150 M 100% i L » National 2,000 A
“hTh SEK 5532 cover, Registry for
Children on
GH; ~95%
covered
AxX U R ERh7 6 81,367 M health L ?
7ZHTh £374 insurance
KA EERT73 O 161,255 M 100% L
ZnTh DEM2188 reimbursed by
sick foundation
TR REEENFE 0>/ 190,192 [ 100% by Social | 72 L 4100 A (%
BRNSWEE | FRF 4102 Security ¥ 200 A)
Al S TAS (Government
WA organization)
A5 NERENE | 119,560 M 100% insurance | Growth 500 A
* Ly (bR | 1708 D Guilder ' Foundation
W IWE & o
58 77)
AL ER7 5 100% by Direction 5000 A?
FRThH Government General of
Pharmacy
BiE WA E 65,936~95,100 | 100% National | National Health | 200 A
UNBEL DS s Heath Insurance
HEL $ 520~750 Insurance Organization

1$=126.8 . 1£=217.46 . 1 DEM=73.7 [. 1SEK=17.2 . 1AS$=89.5 [,
1FRF=22 /4. 1 D Guilder=70 /J Cl5, HA : 242,256 M




# 7(b). Turner FEMERED GH i6%

BHEOEHE TBHE ORI Regulation HETE BB
system
F—ARZV7T EBh7z 100% Government | GH program, 200 A
Fh T reimbursment Government Drug
Evaluation Branch
A AT Eghie 90% by insurance | National GH 10 A
' PhTh &AL 100% | Committee
covered 100% registered
J1 & ERDR D 70-100%MBUF A | 72 L 100 A
T cover, #& D i3k
BB AR
TAVT ERf7R O 1B 80-90% L
2T
A x—F AN GHD Tit72\ & | National Registry | 200 A
T, x@#n g SEK | for Children on GH
1800(30,960 F)#A
A4FU R Efm T, health insurance 7L 2]
T8 '
KA Effie 5 100% reimbursed | 72 L
“RTH by sick foundation
T A FRPREFS OO/ NEN 100%_by Social
SYUHE E T IR (Sgcwﬂv t
9 overnmen
RITUE organization)
ANA INBARSWE 100% by Health Ministry Q
Government
B NS WIE 100% National National Health 120 A
(UINRE B, U | Health Insurance | Insurance
HE) '




#® 7(c). NEEMEB T EMHEHERIED GH G

REOERE | 1BREEORY) Regulation e BB
system
FT—ANZI0T EEfZe & 100% Government GH program, 60 A
v reimbursment Government Drug
Evaluation Branch
A AT T IV EEf/c L, 90% by insurance National GH 25 A
T IKFTSE IX 100% Committee
covered 100% registered
DFE EER7 5 70-100% N BLRF 28 7L 100 ALLF
T cover, 7%V iXfRERA>
E)/S
TAUD ES AN HE 80-90% %L
12T
R T EER 5 100% by state, National Registry | 10 A
P Th for Children on GH
A XY R XA, health insurance L ?
2N T
Ry EEh 72 5 100% reimbursed by L
7T sick foundation
7T R 100% by Social
Security (Government
organization)
AL NERERIBE 100% by Government | Health Ministry Q

—23—-\/




BEHTFX A b OCRGEEZMXTERYIMER @
BXO—8BTIH. BREOBRATEENEThIRANBYET

2SD 2
10ng/ml
169cm 156¢cm 1.58D
0.51 1U/kg/ 0.7 1U/kg ( 1.0 WU/kg/ )
Turner
0.7 1.0 WU/kg/
Turner




