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YA7| B4 etst 31 57 + 2.44 7 226 9 29.0 13 41.9
| £ & st 14 59 + 1.35 1 7.1 8 571 5 35.7
s WM 7 6.0 £ 1.41 0 0.0 4 57.1 3 42.9
S3MH 7 5.1 + 2.67 2 28.6 3 429 2 28.6
AX Y SARIF 6 6.2 + 0.41 0 0.0 5 83.3 1 16.7
T & 90 5.3+ 220 18 20.0 44 489 28 31.1

- 146 -



we

Ot 28 A=I =8I EDA

¥ 6 dyY Qlefdl FALO|8 H2
aw = 40M| O]|2H(n=49) 40M| O] AH(n=46)
N % N %
olg Z= O|Ale| HAFR 16 32.7 17 37.0
T2 AlZte| A2 28 57.1 28 60.9
i o= AME JASE 210 0.0 1 2.2
Hele| sHES S 4 8.2 0 0.0
PlEHU S S35 1 2.0 0 0.0
XA 49 100.0 46 100.0
¥ 7 dy4 Qedl FAL £ HSE (S58SH 5 3)
aw =M 40M| O]|2H(n=49) 40M| O] AH(n=46)
N % N %
QlEfHFFAL R0 I FO|E 39 79.6 3 6.5
M35 uZs 5 15 30.6 21 45.7
(=3 58) 447 34 25t 4 8.2 27 58.7
| £ & 5t 12 24.5 2 4.3
2715 WM 5 10.2 2 4.3
ESINM 3 6.1 4 8.7
AR Y SHAR| R 6 12.2 0 0.0
Etm x| 2 2 41 0 0.0
MIls Zdst 1 2.0 0 0.0
2 0 0.0 1 2.2
¥ 8 HyY Qlejdt FAL R8s Y 13 Fo4H[E
40M| O|2H(n=49) 40M| O|Ak(n=46)
N % N %
Tzl Mean + 3D 50 £+ 4.32 10.5 + 11.58
(8 E=095) Median [Range] 4 [1-20] 7 [1-50]
13] 10 20.4 4 8.7
2-53] 23 46.9 16 34.8
6-103] 14 28.6 16 34.8
113] o| &t 2 4.1 10 21.7
13| FoiH|S Mean + SD 65,918 + 46,723 31,391 + 22,729

(SE==95)

Median [Range]

50,000 [10,000-300,000]

30,000 [0-100,000]

49

100.0

46

100.0
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ol

mfolg m=z5 ;ﬂgf'%’é‘ ;Tl?ﬂl 7| Ef
N % N % N % N % N %
Ol B4 E 2oAte] HRE 9 21.4 12 33.3 12 38.7 4 57.1 12 48.0
2| AlEtel HAF2 29 69.0 20 55.6 18 58.1 3 42.9 12 48.0
S E= ME JIAF O 0.0 1 2.8 0 0.0 0 0.0 0 0.0
He gEH=2 Safl 3 7.1 2 56 1 3.2 0 0.0 1 4.0
el E Saf 1 2.4 1 2.8 0 0.0 0 0.0 0 0.0
F0{=l4 Median [Range] 5 [1-50] 6.5 [1-50] 6 [1-50] 8 [1-10] 4 [1-10]
15| 5 1.9 5 13.9 1 3.2 1 14.3 4 16.0
2-55] 21 50.0 12 33.3 13 41.9 2 28.6 12 48.0
6-103] 12 28.6 13 36.1 10 32.3 4 57.1 9 36.0
113 o4& 4 9.5 6 16.7 7 22.6 0 0.0 0 0.0
42 100.036 100.0 31 100.0 7 100.025 101.0
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¥ 13 9y 7Y - SSYH T3
404 olet =0l o=3 = 271 3¥  aois oy e
N % N % N % N % N %
+ + + + +
Mean £ SD 5.7 4o 6.3 539 48 5g 6.0 g AT 5y
Median _ _ _ _ _
fedian, 4 [1-20] 4 [1-20] 3.5 [3-9] 8 [1-10] 4 [1-9]
13] 5 152 3 200 0 0.0 1 200 3 16.7
2-53] 15 455 7 46.7 3 75.0 1 200 10  55.6
6-103] 11 333 3 200 1 25.0 3 600 5 27.8
113] o|Ab 2 6.1 2 133 0 0.0 0 0.0 0 0.0
33 100.0 15  100.0 4 100.0 5 100.0 18 100.0
wM oy mwolg  mzsm S92 5Y sy e
N % N o N % N % N %
+ + + + +
Mean + SD 10.8 5 ., 123 5o 123 B 65 Foo 61 Fog
“[”32,232] 5 [2-50] 8 [1-50] 7 [1-50] 6.5  [3-10] 7 [1-10]
13] 0 0.0 2 9.5 1 3.7 0 0.0 1 143
2-53] 6 143 5 238 10  37.0 1 143 2 28.6
6-103] 1 04 10 476 9 33.3 1 143 4 57 1
113 ojab 2 48 4 190 7 25.9 0.0 0 0.0
9 100.0 21 100.0 27  100.0 2 8.6 7 100.0
¥ 14 T 9 BEE
N %
=3 X 1o
fgﬂéfiriogmégé) Mean + SD 5.3 + 2.20
Hxle A4s0{E« Qlct 9 9.5
aict 86 9.5
Ratg St =7 3
(E=8H 38) | 2 ekx| 4
A22E0| HA 1
e =7 1
=0 2HHE 1
=4t 1
Me[7F HEX &S5 1
95 100
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H 16 HIZE X2 ABfBIFALA x| &Y

A sol2x Act eict
N N % N %
gy 20CH 204 152 74.5 52 25.5
30CH 204 171 83.8 33 16.2
40tH 227 200 88.1 27 1.9
50CH 157 132 84.1 25 15.9
60CH 113 63 55.8 50 442
XAEME A 436 353 81.0 83 19.0
ZEATA 386 312 80.8 74 19.2
TS HX A 83 53 63.9 30 36.1
x| Mg 188 156 83.0 32 17.0
QIH /A7 257 216 84.0 41 16.0
Fa/es/de 147 109 741 38 25.9
/45 93 70 75.3 23 24.7
Y3/t 96 72 75.0 24 25.0
/53 89 70 78.7 19 21.3
L/ HF 35 25 71.4 10 28.6
sta{d S E0|st 140 80 57.1 60 42.9
nE 246 213 86.6 33 13.4
CHAj o] & 484 402 83.1 82 16.9
F3E 35 23 65.7 12 34.3
Eehuic! AMREMEZE2|E 199 165 82.9 34 17.1
MAD| &2 16 12 75.0 4 25.0
ZOfMEIAR 31 25 80.6 19.4
A 48 41 85.4 7 14.6
SEOY 16 5 31.3 11 68.8
PAPSESES 469 379 80.8 90 19.2
sHyY 91 72 79.1 19 20.9
2 /7|t 35 19 54.3 16 45.7
JI#+A5E 1002k ojgb 92 56 60.9 36 39.1
100-1992+2 107 81 75.7 26 24.3
200-2992+2 186 145 78.0 41 22.0
300-3992+2d 277 219 79.1 58 20.9
400-4992+H 110 94 85.5 16 14.5
50022l oA+ 133 123 92.5 10 7.5
A 905 718 79.3 187 20.7
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¥ 18 SEA SAYH &% QlefdtFAl Fo{ol g

aa SIS ol gtel s 2g/?8H
SE % N % N %

M 1000 338 33.8 614 61.4 48 4.8
AFE 194 219 87 39.7 132 60.3 0 0.0
30cH 238 109 45.8 129 54.2 0 0.0
40cH 244 72 29.5 156 63.9 16 6.6
50CH 178 41 23.0 126 70.8 11 6.2
60CH 121 29 240 7 58.7 21 17.4
TAlzE CHEA 494 177 35.8 300 60.7 17 3.4
TEE ZEATA 418 139 33.3 256 61.2 23 5.5
TEHX A 88 22 25.0 58 65.9 8 9.1
XgdE M2 221 86 38.9 131 59.3 4 1.8
Q1M /47 277 89 32.1 181 65.3 7 2.5
Fo/ELhAE 161 56 34.8 99 61.5 6 3.7
/45 102 30 29.4 61 59.8 11 10.8
/et 101 32 31.7 62 61.4 7 6.9
/53 97 30 30.9 60 61.9 7 7.2
zel/H = 41 15 36.6 20 488 6 14.6
Std S &E0|st 149 38 25.5 86 57.7 25 16.8
nE 270 88 32.6 168 62.2 14 5.2
CHRH Ol A 542 208 38.4 330 60.9 4 0.7
SR=A=] 39 4 10.3 30 76.9 5 12.8
Al ARMEaEE 233 92 39.5 138 5.2 3 1.3
MAT | SRR 17 10 58.8 7 a2 0 0.0
HEHof AMH[ AR 35 13 37.1 22 62.9 0 0.0
A 53 19 35.8 32 60.4 2 3.8
SEOY 18 6 33.3 7 38.9 5 27.8
AESESES 513 155 30.2 323 63.0 35 6.8
&ty 95 33 34.7 62 65.3 0 0.0
F2/7|et 36 10 27.8 23 63.9 3 8.3
7+ 1002Hd o gt 97 24 24.7 64 66.0 9 9.3
A58 100-1992+He 113 40 35.4 69 61.1 4 3.5
200-2992+2 200 73 3.5 118 50.0 9 4.5
300-3992+2 300 77 25.7 200 66.7 23 7.7
400-4992+2! 131 58 4.3 73 55.7 0 0.0
5002+21 0] A 159 66 4.5 90 56.6 3 1.9
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BE 5 HAXH=FH(Search Strategy)

SHEH 3

al
=

Ot 28 A=I =8I EDA

Cllo[E{H o[ A 40 r=p =
KoreaMed placenta 432
KMBASE Eff 2t 489
0ASIS (1963-) At5tA 29

NP 37

Eff HF 3
St M S K| A ZE AtstA 83

NN, 59
a7 |- 2 S| A(NDSL) B gt 483

N 28

WNEIPS 7
DBPIA Eff 2t 135

N 11

WNEIPS 1
sty sk ok (KISTI) B HF 84
I RFE A 2 EH 2 1,347
e NS Ef BE3= AL 38
=2 A2 Eff Bt 996
=3 M Sel=F AtstA 23

AtSERE 24
TEHSYEAM B Bt 1,352
st sst=d 22 (RISS4U) B Bt 3,244
TR S S =SS AIAH (KOLIS) Ef Bt 16
=Hol o FEAT L B HF 6
g et=H™ 2 (KISS) B Bt 924
e-Article Ef Bt 4
stel= 23 50/8% 23 Ef 4
T StEXol Ml E 2 B Bt 258
SteX| s s28 8 23/ (KORSA) Ef Bt 18
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Ovid—Medline (1950—)

we

Ot 28 A=I =8I EDA

akal 40 =k < By
1 exp Placental Extracts/ 416
2 placenta*.mp. 78617
3 extract*.mp. 434110
4 suspension*.mp. 66288
5 preparation*.mp. 363359
6 hydrolysate*.mp. 7335
7 hominis placenta.mp. 8
8 placenta hydrolysate.mp. 4
9 placenta chorial tissue hydrolysate.mp 0
10 laennec.mp. 346
11 melsmon.mp. 0
12 cariomix.mp. 0
13 placentafil.mp. 0
14 tissulina.mp. 0
15 melagenina.mp. 3
16 melagenia.mp. 0
17 placentrex.mp. 10
18 JBP plamon.mp 0
19 intacellin.mp 3
20 filatov.mp. 286
21 2 and 3 3480
22 2 and 4 225
23 2 and 5 2256
24 2 and 6 44
25 or/1 or 7-24 6264
26 limit 25 to humans 4342
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Embase (all years)

a Ll 440 =R <
1 ‘placenta extract'/exp OR 'placenta extract' 623
2 ‘placenta extracts' 36
3 '‘placenta extraction' 3
4 ‘placental extract'/exp OR 'placental extract' 698
5 ‘placental extracts'/exp OR 'placental extracts' 830
6 ‘placental extraction' 26
7 ‘hominis placenta' 12
8 hominis AND ( 'placenta'/exp OR placenta) 59
9 ‘placenta hydrolysate' 3
10 ‘placenta chorial tissue hydrolysate' 0
11 or/1-10 682
12 "laennec'/exp 6,974
13 11 and 12 4
14 me | smon 0
15 cariomix 0
16 placentafil 3
17 "tissulina'/exp 589
18 melagenina 18
19 melagenia 0
20 placentrex 26
21 jbp AND plamon 0
22 intacellin 3
23 filatov 1532
24 or/13-23 2137
25 24 and [humans]/!lim 1126
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Cochrane (Issue 3, 2009)

o H a40 A&t
1 MeSH descriptor Placental Extracts explode all 9
trees
2 (placenta*) 1320
3 extract= 25931
4 suspensionx 2023
5 preparation=* 18417
6 hydrolysatex* 218
7 hominis placenta 2
8 placenta hydrolysate 0
9 2 and 3 338
10 2 and 4 7
11 2 and 5 128
12 2 and 6 0
13 1 or 70or 8or 9or 10 or 11 or 12 375
14 (13 and human) 323

CINAHL (1984-)

HEH AHAof HM 2}
1 placenta* 2198
2 extractx 18282
3 suspensionx 1238
4 preparation=* 13447
5 hydrolysatex* 79
6 ‘hominis placenta' 59
7 hominis placenta 1517
8 ‘placenta hydrolysate' 0
9 1 and 2 76
10 1 and 3 3
11 1 and 4 17
12 1 and 5 0
13 6-11/or 1553
14 13 and human 156
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CAJ(China medical Journal) (1994-)

o H 40 d4dzt
1 ERAREE o) 1,186
2 FE# 264,379
3 KuE(sE EYE) 436
4 gar(de 2U3) 36
5 1 and 2 212
6 3ord4orb 684

ICHUSHI(E 25 g5t ) (1983—)

o H ZAof dMZAnt
1 liepsg i Ran kY] 161
2 RafgiRE

3 RRAZ MK D12 Y)

4 R g T &t 1
5 T % 41
6 XIWZREY 151
7 A 30
8 1-7/or 178

Medical Online (—1982)

HEH #4of HMZ 3}
1 Raf&h H ) 14
2 T2 % 9
3 XIRE> 17
4 P 10
5 1-4/or 46
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SIGN
Methodology Checklist 2: Randomised Controlled Trials
Study identification (Include author, title, year of publication, journal title, pages)
Guideline topic: | Key Question No:
Checklist completed by:
Section 1: Internal validity
In a well conducted RCT study:+-.. In this study this criterion is-
, Well covered
The study addresses an appropriate Not addressed
. Adequately
1.1 and clearly focused question. Not reported
addressed ,
Not applicable
Poor |y addressed
. _ Well covered
The assignment of subjects to Not addressed
. ) Adequately
1.2 treatment groups is randomised Not reported
addressed ,
Not applicable
Poor |y addressed
, Well covered
An adequate concealment method is Not addressed
Adequately
1.3 used Not repor ted
addressed Not applicable
Poor |y addressed PP
Subjects and investigators are kept Well covered
o Not addressed
blind® about treatment Adequately
1.4 , Not reported
al location addressed
Not applicable
Poor |y addressed
Wel | covered
The treatment and control groups are Not addressed
. , Adequately
1.5 similar at the start of the trial Not reported
addressed ,
Not applicable
Poor |y addressed
. Well covered
The only difference between groups Not addressed
. . . ) Adequately
1.6 is the treatment under investigation Not reported
addressed ,
Not applicable
Poor |y addressed
Well covered
All relevant outcomes are measured Not addressed
. , ) Adequately
1.7 in a standard, valid and reliable Not reported
wa addressed Not applicable
Y Poor |y addressed PP
What percentage of the individuals
18 or clusters recruited into each
' treatment arm of the study dropped
out before the study was completed?
19 All the subjects are analysed in the | Well covered Not addressed
' groups to which they were randomly Adequately Not reported
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allocated (often referred to as
intention to treat analysis)

addressed
Poor |y addressed

Not applicable

Where the study is carried out at

Well covered

Not addressed

. Adequately
1.10 | more than one site, results are Not reported
) addressed ,
comparable for all sites Not applicable
Poor |y addressed
Section 2: Overall assessment of the study

2.1

How well was the study done to
minimize bias?
Code ++, +, or -

2.2

|f coded as +, or - what is the
|ikely direction in which bias might
affect the study results?

2.3

Taking into account clinical
considerations, your evaluation of
the methodology used, and the
statistical power of the study, are
you certain that the overall effect
is due to the study intervention?

2.4

Are the results of this study
directly applicable to the patient

group targeted by this guideline?
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MINORS

Methodological items for non-randomized studies Scoret

1. A cleary stated aim : the question addressed should be precise and
relevant in the light of available literature

2. Inclusion of consecutive patients : all patients potentially fit for
inclusion (satisfying the criteria for inclusion) have been included in
the study during the study period (no exclusion or details about the
reasons for exclusion)

3. Prospective collection of data : data were collected according to a
protocol established before the beginning of the study

4. Endpoints appropriate to the aim of the study : unambiguous
explanation of the criteria used to evaluate the main outcome which
should be in accordance with the question addressed by the study. Also,
the endpoints should be assessed on an intention-to-treat basis.

5. Unbiased assessment of the study endpoint : blind evaluation of
objective endpoints and double-blind evaluation of subjective endpoints.
Otherwise the reasons for not blinding should be stated

6. Follow-up period appropriate to the aim of the study : the follow-up
should be sufficiently long to allow the assessment of the main endpoint
and possible adverse events

7. Loss to follow up less than 5% : all patients should be included in
the follow up. Otherwise, the proportion lost to follow up should not
exceed the proportion experiencing the major endpoint

8. Prospective calculation of the study size : information of the size of
detectable difference of interest with a calculation of 95% confidence
interval, according to the expected incidence of the outcome event, and
information about the level for statistical significance and estimates of
power when comparing the outcomes

Additional criteria in the case of comparative study

9. An adequate control group : having a gold standard diagnostic test or
therapeutic intervention recognized as the optimal intervention according
to the available published data

10. Contemporary groups : control and studied group should be managed
during the same time period (no historical comparison)

11. Baseline equivalence of groups : the groups should be similar
regarding the criteria other than the studied endpoints. Absence of
confounding factors that could bias the interpretation of the results

12. Adequate statistical analyses : whether the statistics were in
accordance with the type of study with calculation of confidence
intervals or relative risk

T The items are scored 0 (not reported), 1 (reported but inadequate) or 2 (reported
and adequate). The global ideal score being 16 for non-comparative studies and 24
for comparative studies.
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55 7. 297t #AVE

2371 ¥A471F-SIGN

el BE £ RE J|F0| SFE. AFL AEQ 0| FFEH FEo=Z ol
ool A=o| HlHX| Y2 Hozm AL AP

++ (Al or most of criteria have been fulfilled. Where they have not been
fulfilled)the conclusions of the study or review are thoughr very unlikely
to alter.

Y JiX| 7|&E0| HFE. FHESIAHLL o] FFE FESZ Qs dFel HAEQ|
HH X 2S AWz MZE&= 49

+ (Some of the criteria have been fulfilled. Those critieria that have not
been fulfilled or not adequately described are thought unlikely to alter
the conclusions)

He| BHE s 2E J|FE0 FFEHX LS. O] A7 HEE2 HHE A=
MZtzl= 4%

(Few or no criteria fulfilled. The conclusions of the study are thought
likely or very unlikely to alter)

AR 7 BA7]1F—-MINORS

++ ey

&4 60%0| 4 80%0|2F (moderate) _
+ @ JEx] J|Fo0| ZXE. BEAMHSIALL 0] ZFEH BESZE ¢lof 7o HEO|
X 2te Aoz d24xs= 9
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