- SCM

HAPFEHAFSHKES
World Federation of Chinese Medicine Societies

SCM **.20%*

E|fR i Ellm R SE B R R
12 PRI A0 X R Jom 22

International Clinical Practice Guideline of Chinese Medicine

A4

Diabetic Retinopathy

7 AR BL [ PreE 2R Fr o 20kk—kk—kk & 77 S e
International Standard of WFCMS Issued & implemented on ** ** 20**




=R 11
2= v
LT . 2
P 1 e 5 2
B R E G I et 2
AT 3
401 BRI 3
O 3
4.3 FE R 4
4.4 B R 4
4.5 T 5
B T e 5
5.1 BHEEASE, JRBIAEIE . 5
5.2 AFAPIRE, BBKRBHIE .. o 5
5.3 HFBETRE, HEARIFUE .o 5
5.4 HRIAEIZ, KIBPRHAFUE . . oo e 6
5.5 BHBHMHE, HMUFOREEIE . ..o 6
B AT e e 6
6. L BT R 6
6. 2 I YA 6
B A 8
AL AR R R 8
A IR B 8
1 I 9
B R . o 10

II



=

Ll

it

THE RS R LE N BT REW B A SR R AT U AR SH IR L A DT E

TEGEFE AL AR RS A PR R MR ERE . H R P E
PRRFABEIRBHER BE AR R 25 K AR AR R Bt . R R 2 K%

Z R RAL R/REERCEME S — R WIFhEZ Ry RS RS
[ 22 B InEE KRR RABEE Rt b . BT RER R AR TR ik
IRAHO . EHERNBREER . WA IREHERS . IR PEZ R MR IREER . |
VIR B2 R — MR R b . KRB R 28— MR ER R P PR ABE ) 2 TR R
IRMERIR A MR IRIDCEE RS HoR B TR ERTHER. mmahEERE. JEath
BE2G KRR TR P SV T H R i A e e

RZEN: WS

FEEFEN: BRE. &U. WA AL, AT, JKE 0. R, MR

S HRENRFRER G KPFEHIT) -

hE EEd. RO, RS B Bk, SEUR. 2EW. 2. 2R,
B IE. XIBE . XISCHF. BREWE. PldE. B, R BHRRE. AL RKEIE. )
W ENNEN. AP SO, SRR WS, BhANG . TRIGER. SKE S, TRERIE. 5KOR
i, JEAERE. S A K.

FH: Bk

el AR

HEER: EEA A

FE G Bl

Jn#K: IAN McDONALD

AR AT S E ARG R AT (AR E R SR AR E B INED
H1SCM 0001-2009 ChridilE AR AT TAERITED o

AR R PR B A kA, B R R RS E ST .

III



it

El

ASSCA R k25 IR P WL A 0 A2 1) R R I R I2 W 59677, D B B e Rl PR 5K
Sk BT R P L X9 A2 (1 B 245 96 T SRS -5 1 4k T ) R ) i PR S B AR 7

AIAAEDAER T EESIT iR R . TRIGRIER R, A hEEE SRR, BAEIER
FEMAGHY, KA RTTHDE 2, Aot WL e Mgt iEat B, Biete
S ] 140 o B 06 T B D AL X I AR I A A SO, A BT IE 15 2 J U v % i R S ke
R E L SISt A TTRVE R A BRI TAT O, S P BRI R T 2K

A RMAE B I TR . 5 T VAR E A BIVE SR . fEIm R Se ik, B2
I S5 ARSI 45 5 BB BAR OLHAT MR IR T

ASCAFRRIWISE R, TERAEYESR, ATPEORImR SR 297 INEAN B A 1 E 2 S K
R

v



ElfrhEImARSEEiara  HERRIL M AR HEE
1588

ASCAFRRE T W BRI L R B A2 (¥ R BR 2 W . AR T SR A ER

AT E T HE PR AL B AR (2 WA T s & AT & G T U B e B AN o g 2
S5 HRBHIR PR MV BRI, A 3ot 8 B AL 0 s 28 (K02 W AR 7 4K 8 - 1 = BRI TR
AR BRI T 2 A B P A SR AR

2 et sI A

NN SCAE S T A SO R 2 AR D ) PR H I 50 SO, AGE BRI A
WEHTASAE . FLRAEHAR SISO, HsofhioA CREEITA RSSO & H T A
.

GB/T 16751.1 HEEIMIKIZIT RiE HIR &>

GB/T 16751.2 FIEEIGRIZIT R1E EfEE

GB/T 16751.3 H1EEIGKIZIT RIE 16IEHI>

2020 HHE 2 RUBERFEFTIETRERS (2020 fERRO

2019 W E (PEEIERZSIT IR EE-HE R R AR ) (2019 O

2019 3£[F AAO: Diabetic Retinopathy Preferred Practice Pattern (2019 &hR)

SCM 2 H & B AR 44 1] ARG Hh Bt HEE ] s o o

2009 WHO P K~ [X A% 45 1 27 44 1] ARG [ Br b

. RIBEENX

IR RIE & T A

HEPR R L IR R 22

A PRI 3 S50 AL X A I 8 953 %Fﬁ%l@%ﬂﬂ%wmg NS NI NIRE 3 VNI N T e 1
B BRI R R A SRR AL AR, R R B RO R AT PR .
T BEPRIAAL I A JE rh BE 2 “ I Im R .

3.2
HBMIBE

N CHBBERT 2, R RRERIE “UIESBT . “ZEBET . “BE R
“ VBB A 5 A B HIR R )V

E: AR AT R SR AR AL R A
2



4.1 IERERMR
4.1.1 R

IR 2 0 SRR, AT A A FERE R 0R, IRATHR AR, S,
22X LN

4.1.2 {KfE

DR WML R IR i, VS MR, Bkh oz, PR
PRI S % BBy 2B A0 O iy S o % B A B L 55

4.2 RPEE

a) W IRy G ) MSFIERL, WA AFRRER TR, RO mT
TN

b) HRE: BRE—ME R, e IR0 AR L B O IR ] B R .

o RBIT R RATB— RN, WAL AR S FEyE, (HIGR Rk
B 0 5 R A I A M T R IR I ] DL e i AR MTELT AR L P SRR UK

d) WA A Wi e ST IR A A, AT G R . L B, BRI . B
PR 5 MY ARAGE o

e) R K A

RN AR AT W EEVE . RERBE. ik of BRR e2E . PR o0 JBE P i 8 S
BTOREK I OB L SRAE . RO ICHRA N S OIR A, R I DR R HE 5 bl e A
4F, AFTidsk DR ] RBE R TT IR SN 7 T2 A HAME R, T DR & FBE s -

f) KIEHEM)EIMFE %S (fluorescein fundus angiography, FFA)

FrAREE T AR UL DR MRJERRILA EE, FFA Ko o] PR 200, iUl B FEsR ot
BAIMEY TGS PRI O X . AR LS R BB K S5, [Rltk, FFA m]
$&im DR 2 Wise, ARV TR s i = EAR A, JHRSIRIT, PRI IRST 2K

g) AT Wi /ZH4% (optical coherence tomography, OCT)

B DRSPS A DX LS5 A8 OCT A 2 1 2 B SR B B BEK I, 55 4h OCT s 48mT LR 7R L
WA P IR B 2

h) AT % %1% Coptical coherence tomography angiography, OCTA)

J6EE AT W 2 A4 I B B T B DRI ACRE AR B B BT A Al i S A8 4k mTBA
EACEPEICREE X S, B AR L 7 S e B R R DRI A SRR R T A i A

D A AR R Y

R PR3 PR PP s A R85 ] R B S Dh e e, R IR HEBITH S 248 ERG K
RN TP X I N5 FE BRI, FRAEINE ERG K2 a Y. b JIRIERAE; 2o L mr AR
PR AL (OPs) S, RIS EIEFEAS, BRI, HIEMERN, % REHRIE
UIRTANN



D

R PR B DR G 1B B T GE D 1 PN R BB AR AR I D 1 T2 B H B AR
DU, B B G2 ATl Bl 12 W 35 3 A R D A8 74 e AR o Bl 25 175 5 o

4.3 HEIE

DR I AOREA b PR I R 125« AT A I A R A I A 1 7 D IR 45
a) AR
R oA P B B v i A L A e 51 A A A O B 2 ) 2 R A

b W A= R KT AR L VE R OB HR

DR J" 32 FORL BRI, 525 8 AR A IR, RV 2 s A = AR AR o BT
AL RIS R B A0 NS . ARG, 2 W FEfLg, WA b
FrB AR i BH 2 B /N, B I, S B KSR, SR T &, ORI

LR .

4.4 DRiZWR. D HAFRE

4.4.1 DRiZWL. HIRE

S0 2014 F AR A 2 IRBHA 2 IRER A 4L R AR B O PRI L X BE A2 i PR 2

JTIRR) -
3 WE DRI A R AR A AN R
PRI P K AR JES AT WL
R e A= 1
E T Dod] FEE 220 1 45y
11 (Mild NEBRS E RN i RER
o Hh R S A 1, AT 52 B B R 2 (] AR R BB A, A A
” NPDR (Moderate NPDR) JRH L. B A (5D MR
H FFEMNZ —HT PDR F
. R AR A B GIR AL Py H 1 >20 A H I 85
” (Severe NPDR) B 2D 2 ANRIR B IR ik 5 2R R
B2EED 1 ANRIRAEZET IRMA
I
BERS H1¥L NVE 8¢ NVD
v 3t (early PDR)
# — R
S)Efﬁii (highrisk | . \VD>1/4—~1/3DA 5% NVE>1/2DA
PDR  I"orop £ 1 (fib
v ] TARRZEN CRbrous | vy gy omps o s I U s 2
proliferation)
VI ] 148 1= e 34 R PEM RIS, & HA4EE, TEHEAE
” (advanced PDR) FRBE ISR, A0 FE UL EAD 55 M AR AR

IRMA (intraretinal microvascular abnormalities) =#f ¥ & A 3 IfiL & 57 % : NPDR
(non-proliferative diabetic retinopathy) =E3 58 P4 R 55 48 X 95548 ; PDR

4




(proliferative diabetic retinopathy) =348 14 5# R i #1575 32; NVE (neovascular
elsewhere) =M EHT A% ; NVD (neovascular of the disc) =133k #r 4 I &
(discarea) =t KHEIE.

4.4.2 EHIKIE X K 58

Z: I8 ] o PR o 400 DX 5 73 R 8 B0 7K i 14 16 o i PR 2 SRV AR I 5GT CFR EEDRRE PR s 4L
WAL I PR 27 1675 (2014 £F)) .

PR SE BRI 5T S BEBEIX N B 40 M B IR BB b0 2 MLBEELAR (DAY LI
JELIE S, b PRI S B K P R A R Rig AL, — R A8 A DME (diabetic macular edema)
0 L B i R 7 2«

Bl PRI B BEK M (DME) E BRI R 5> 9

DME /™ B F2 & FRCHEE A IR % T 0 22 11 o 2L g A
JoHH & fY) DME S B TG B S (AL PO i 8 JEE B i 2 95 Hh
B & ") DME S AR A B S (A0 PO fl 8 JEE i 9

FERE: AL PR JE BAE RS ), (H B R 0
T AL SR A IS it ey, EA R bl
HPT: ARG E B RS Y 2

4.5 XKFiSH
A5 N5 v L A0 PO R A AR IR i e ik BEL ZE A 5 1)
4.5 1 SIMEMMERL

A e LS 95 52 EEFEEUWEMH}%%JJEJ]‘(’}E?BH iij“tiﬁﬁy 2y B ORI IR B,
MRZRDE. WEVEIS . I R AL B HALFL KK

4.5.2 R fEERBKPE 2
oL IMER S, ZRNBRIRER, RIKHICAERZE . KGR, AR R ER k5 A
JEWERZ, BRI . Bk E Y skE, 2R

5. ##IE

5.1 PAEMRMRIE

MATIEH B8R, A NGRS A% 1~ ;. T2k, DO, HaEIL, X
B4, AMESR, R, B, B

5.2 SPEAMEIL,

MR, HIE T, sSYAr, sR R, &FJH%T’EE%#}INIVEH i
W=, AEWE, DT, Bir, T, L KRB R, BKITAE T

5.3 METEIL



MR, HEEHE, MMERZLZ Y I~ ke Hn, IR, BUARRAR,
KAEFLE, ERGLADE, BRAmE.

5.4 PEEEHIE

MAB, BRI, B IR AT R AEERRS, MR AE 2 0y [T~ IV, DAL
KM HRAABE. oy EL, JF AT BB R ee e, Mz ). ke HE,
IMERZIEK: HFUE, KIS,

5.5 PAFHMEIE

MR B 7 S, HE TR, ARBSRAZ 2 IV~ V3], ] B SR
MR Z T, T, RIS, FERRBGY, TRnUR, BERM, TR, KRS
s WA R, BRI, KT

6 JaTr

6.1 AT

AT ILAE PG S A A o) UK L B PO SR At B T R BRI . i R ERALN R
MEARA SR, DUVTBHMRE . AP ASE . FHRAPEREOVAS, BRZEPHE . B A be. Bl
TR, BEFRATE . BHRRSGRMNAEA JEEUIH, (IS, ARG e Hbr. ImIE2 4 &
HHE SR RIMHHEM S & AP S, JER, MR IRt i 7], B0 A ptis s 2
atro ST HH I CAU AR 2, A R YA S DR AR O, I AR R I 1k b
Zite SUIESRE KR B HEEREUE AR

6.2 IHEILIA
6.2.1 BAREIEHGIE

Wlk: FEBVAEVE, L.

itk R CCREHURZIRLE) O AREHEL ( (ERE%) D Ik B,
FAEH. . A, BT, MR SR LR NZ. %L B PHEL RRK.
HE, HIREUMIERONE, TS, M4 %, TR, R, 4
W, HWBE, AL, . BA. (BRI, $3EE)

6.2.2 SEMEIE

ik wIRM, TR ILIES .

Jig: R C CAAMEHERRR) O SidA L ¢ C(BED O I NS, X
TR MRS, e, BbER. IZREE. N, IRE. FEE. JHR. FESL A PR
M EZ AR =-0 FREE. W A RBUKIERIm AR, EUA. AT BT
BITAImAAR, HYG. . GEEZON D, sRiErs)

6.2.3 FFBTREIE



ik BEAMITE, JERE L.

Jidh: RCHHIBA O (BRZD D) Dk #Rd T AfE. PO, ZREE. g, IRE
PR THEC. i E TS Az, g R TS R s i AR
H, WOmdEr UL, e, BAT GE#EZO D, s

6.2.4 PRREERiHIE

ik I, FKIEH

Jith: bR CORBR) ) SRR CUETER) O i AZ. AR KH
ELOEE. B R TR SEEL REE L REL R, B IInEEOR. A, &
AT AN LRI MR 2 E LR Wil AR, PR IETL, S (X
AR, g9

6.2.5 BAPHMEIE

ik BLHANH, AN

it WMPEF LA C CREES) D), WEEEEA L C (BE2T) O I
e BGhEE. EAR. iR, L. M. WZEEE. JIARRR. T M. PR A
e A FEAEHE . PRIBPERSIL . AEVEVS IR (A L X RS A 21 4wl n BOS 1 i
DU e, BRATERISERGS; AW AAMEREGR AL Z R, n=-t. 4w, AL
1 BHRERIESALRBK I, AIingess 3 EEEAh s FE BRI H . (L530R, 59
D

6.3 Hpzh

BB, H TS 5, SRR KSR FHIE . GIESRZUM B, SRHERE)

NPT E IR, M THEPERMELSIE. GEHEION B, R

WAL, HI AT B AE, HRE06, PEMSE.  GIEEZO0N B, s

IEA L, MR, RS, AREHE, Y EEE. GEJEZ D, &
D

o7k IER R, M A PREE, FiE= 0, T, B, AR, GE
PEgnl ¢, smAESE)

I ZR A, TR L. GEFES C, smHERE)

AU E Fr, EHFEBIE, g miE. GESEHE C, $5H#ER)

6.4 §tl

XHF DR T ~IHR, Wb, rHERSR A RTE, BORBH. FHE. #8#77. 2=
B =I5 eI BFar. Bardeox, o AR O, BRRCEUR XX 1~2 4>, U)K
LR 3~5 A, FAPGE.  (LFIR, 5545


张 富文
针刺？


Mis% A
(FERM)
WEHE AN R HETE R

A1 IEEIEN A RARE

Z: 8 GRADE 432715, BEALX HEES Sy pt e s i e, Hs & 8 5 ANFE TR
B s WLEEMERE T M e AR PR RS, RN 3 AMH R BThs AU T A
H, K. IR 4 2.
SCHR TG AN PEAR I R B P A VRN ROMSE AT, U7 R A — B, i Y s A ke sk el
ik, BARNAENE AL:
= A RN RO RARAE

W&t YN BES/ RN R IR Eip
BENL GRS = A -1 ™E & A e S LS B B RS A THE
-2 dEH R
ANt -1 E
-2 dEH R

e -1mE R (B RPN THES P ERE GO ESME ]
-2 EE e E AeRE T R, (BB ATREA R K25
THKEHalE -1 &
-2 JEH R E
KFEMmMA -1AIRE K (O XPRSAETHEE OA R ESLE 5T
-2 LAl AT REA RK 25
MEMT K BREK +1 K
+2 JEFE K
FIR-RN IR +1 BRI WAK (D) WAl LA H 0 BEES
BN E +1 RV AT B A 1R K 2=
+1 BB R 3 A

A2 HEFIRN

HT T FP R 24596 7 B s AL IR 0 A2 ) SCRRATT 78 2 B0 AR o AR AN Al e vk RO
SRR, AEWT AR TS TR, DRSO O HERE IR N 45 S e g P B BEAR . SCHRIIE 7T
MERGRFLLG N KRB RIRHIE, b S &S L 50/ E T SR .

A iR PR A2 RN e LR AT BEIITR ¥ 4 It e A1 7 N\ KB I i AN B 75%, s e A
HIRIT I WURAHEIE AL =50%, WIAAHERE: HARKE oy S8HETE



Fi3% B
(ZERHE)
FFEARNES
CHE bR BRI R S e rE A PR AL S A2 ) 8 R i o /NI AT i R 4 B, 58 4
SEHEATATR B g TR, R SR R AR AR R



2 % x|

[1] rhAe e 2 o R AR 2 2 MR RS 57 2H. 8 [RDRE F s 400 4 JIEL 93 A2 I PR 297 18 79 (2014 4F) []].
HEHRRL 4%, 2014, 50(11):851-865.

[2] Bef2 .y BEAs & IREHA M AE ST P E P EEZ ik, 2021: 203-208.

[3] HhAe 2 24 2 2 Wil PR 23 2 W PR3 AL I B0 78 v B2 7 b ()]t R R P R 45 A Ok 3
2011, 6g) : 632-637.

[4] ZiE R A EIRAE ML S: drE p BR 2 H Rk, 2021,

[5] BRI, BahIE, S Z0AE. v 245 5 J7 i IRURL VG 7 B FR 9 AL 19X 3 2 XU XU ADL Bl AL S
HE 2 rh Lol PRAIT 5[] B0 Hh B2 24 K 27 2741, 2006, 29(2):1-5.

[6] W5 5, XU, o A%, T BFRSURE 0T B0 40 7R PR o5 0 Do 55 A2 55 28 AL I 2 e P s e []].
FriR AL 24 &,2015, 15 (3):495-498.

(71 P 1 41 52 77 M A ol fie 3 0 o7 0 s #0528 1) 2R 4 4 T ()] o [ o 2 2 R
2014,21e) : 591-592.

[8] IR 2ii. B Hhy 28 AL o 4 I 400 9 JI5S35 A% 97 2% )] Hh BR i RS 72, 2013,5 (11D = 36-37.

[9] Z=5tist, BHe H. B H Hh 38 FUEEA P2 AR IR AT I6 7 57 ST JR 95 U 19X 9 2% 1) fe PR #9F 9 []].
AR 2 5k R, 2019,34(04):1197-1201.

[10] EHE. B 7 FFS3 AR T A8 G 08 PR A0 9 S A8 Ao IS iE ) f I R 9t 98 [D].
RS B 245K, 2011,

[11] F i, A, 5 5468, 2 07 PR 200 ALIA T AE38G A 0 PR A5 10 193 FEE 995 28 1) R0 R 5% []].
Il R #2674 &, 2016,9(23):49-50.

[12] & WA, FNEIE, JH SOBL, S5, 527 FH S0 AL BRI M0 I FEL 095 A 05 N 2RE A I &4t
AT~ FHAR DIy e PR 52 0[] o 78 [ 245 0o i 1L 595 2% 75, 2021,19:1364-1366, 1408.

[13] EWIR. LT FFZ0 FLIG 7 W8 R WL I 05 42 1Y) Meta 73BT 5 19 2% 245 38 22 R 75 [D]. A6 5
rh R 24K, 2020.

[14] ZEb b AR KON R X 5020 3 R 55 400 Do 58995 22 52 W) 1D I PR WF 98 [D]. 1L 17 v 1 24 K 2%,
2018.

[15] faT4 e, R, HEoGuk, 5. A 2 Hh sk Fuia T 2 BORE RO 1 S5 R0 ) RS A8 (e o iz 4
7 ROWER[)]. [ PR 24 541, 2009,6:83, 118.

[16] ‘5 Hi. A 2 b 2 AL IC G F53 DR R 5 160 7 R P 0 AL I JISE5 22 )7 R T )] R P R 45
7%, 2017,9(02):90-92.

[17] ZEAR2 TN, 26 G . AC 56 Hh 28 AL IR A DA T 7 0 PR o 400 Do) 95 A% 384 58 3 P 8CER []]. 5K FH
PRI 24, 2016,12(06):18-20.

[18] B0, 8%, VFSCHY, &5 R B B F A 52 2R R A 6 7 S JHE FR 95 400 I 52975 22 11 PR AFF
FE[1. 24k, 2020,29(10):133-135.

[19] E 413, & DA AT B B R B WO 1A 7 0 PR3 PR X 5005 22 1R 7 RO 82 (). 4 %)
fe FEWT 9t 2017(52):316-317.

[20] £ F%2, E4EH, FLIL L. AL E R A RRUb 5 B 1 v 1 v 97 i s 400 0 S 22 1457

10



ROWEL[]]. AR 259 5 IR PR, 2018,33(11):2978-2981.

[21] 153 52 777 M A 368 s 00K 5 e AR RE R 5 ¥ o 5 ST B s AU DX 0 22 )], 1] s R AR 25
&,2018,18:305-308.

[22] T24R 4R, HEE0E, BBk, 55, 807 Mk i e JE 06 & Fo AR IR A 1 V6 7 5 ST R o3 JR 1R I
T AL ST R Meta 34 A ke /7 53 20 AT [)]. o [ o R 24545 B4R 3, 2020,27(05):75-83.

[23] KUIFF, WU, TS, &5, B1RVE 7 98 PROw AL B 28 RGEVFOT ], 3L T P EE 245 K222
1%, 2019,21(02):114-117.

[24] B2, TFHL, WIS, A5, G fe] 8875 — 47 75 W25 HH) 40 i A S B8 1 1 0 1) 0 B —— 5451 0 B
O1. HE 22 &, 2017, 42(23):9.

[25] B8, B Fi 75, 50 R A, 550 i PR 52 B 4R 1 1) 78 7 ¥k - UE 98 20 2% 55 3 9 P )], o EE A HAE o I
B4+ 8,2018,10(7):769-776.

[26] Bl PR Hh = 25 I RAEIE SE B AR ) ML Abst: BHHRREE, 2016: 137-156

[27] b EEARABHIERIZIT 48 5 -8 PO AL R B AR ) M1 AEsE: s E A EEZG AR, 2019:
29-37.

[28] H LR S 2 BB IR 27 o 0 ] 2 B PR 1796 48 19 (2020 4 R [J]. 1 A6 N 4 WA AR 6 2%
#£,2021,37(04):311-398.

[29] Schmidt-Erfurth U, Garcia-Arumi J, Bandello F, Berg K, Chakravarthy U,
Gerendas BS, Jonas ], Larsen M, Tadayoni R, Loewenstein A. Guidelines for the
Management of Diabetic Macular Edema by the European Society of Retina
Specialists (EURETINA). [J]. Ophthalmologica. 2017,237(4):185-222.

[30] American Academy of Ophthalmology. Diabetic Retinopathy PPP [M].Am
sterdam: Elsevier Inc, 2019.

[31] Wong TY, Sun |, Kawasaki R, et al. Guidelines on diabetic eye care:the int
ernational council of ophthalmology recommendations for screening, follow-up, r
eferral, and treatment based on resource settings[]J].Ophthalmology,2018,125(1
0):1608-1622.

11



CONTENTS

FOT@WOTIA ... e 11
INErOAUCHION ... v
LSCOPEC ...ttt 1
2 NOrmative FefeIr€NCeS ................cc..coooooviicieceeeeeeee e 1
3Terms and definitions ... 1
A DHAGNOSIS ...ttt aneen 2
4.1 CHNICAl FEATUIES .............coooooi e 2
4.2 Ophthalmic examination ..o 2
4.3 COMPLICATIONS ...ttt e, 3
4.4 Standard for diagnosis and staging of DR ... 3
4.5 Differential diagnoSis. ... e, 4
5 Syndrome differentiation ..., 5
5.1 Yin and fluid deficiency, endogenous dryness-heat syndrome.................. 5

5.2 Deficiency of both Qi and Yin, obstruction of collateral blood syndrome 5
5.3 Liver-kidney depletion, ocular collateral malnutrition syndrome............. 5

5.4 Dysfunction of spleen in transportation, water-dampness obstruction

SYIUATOIIIE ...........o.oiiiiiiiiiiiie e oot 5

5.5 Deficiency of both Yin and Yang, blood stasis and phlegm coagulation

SYIUAIOIIIC ...ttt 5
6 TreatMENt ... 5
6.1 Treatment PrincCiples....................c.c.cooooiiieeeeeeeeeeeeeeeeeeeeeeeeeee s 5

6.2 Syndrome differentiation and treatment.....................cccocoooeiiiin 6
ANNEX A ettt 8
A1 Evaluation and Grade ... 8
A.2 Recommended PrincCiple ..................c..ooco oo, 8
ANNEX B ..o oottt 9
BiblIOGIapRY ..o 10

12



Foreword

Patent issues may have existed in this document, and WFCMS declared that
they are not to blame.

The main drafting Committee of this document: Chengdu University of
Traditional Chinese Medicine, Affiliated Hospital of Chengdu University of
Traditional Chinese Medicine, Eye Hospital of China Academy of Chinese
Medical Sciences, Ineye Hospital of Chengdu University of TCM, Hunan
University of Chinese Medicine,

The drafting Committee of this document:

China:

First Affiliated Hospital of Harbin Medical University, Hunan University of
Traditional Chinese Medicine, Hong Kong Baptist University, King’s College
London, University Of Alberta Hospital, Heilongjiang University of Traditional
Chinese Medicine, Guangdong Province Hospital of Traditional Chinese
Medicine, Zhongshan Ophthalmic Center, Beijing Tongren Hospital of Capital
Medical University, Hebei Eye Hospital, Eye Hospital Affiliated to Shandong
University of Traditional Chinese Medicine, First Affiliated Hospital of Guangxi
University of Traditional Chinese Medicine, First Affiliated Hospital of Tianjin
University of Traditional Chinese Medicine, Guang’anmen Hospital of China
Academy of Chinese Medical Sciences, Eye Hospital of Wenzhou Medical
University, Gansu Provincial Hospital of Traditional Chinese Medicine,
Chongqing Traditional Chinese Medicine, Yunnan Provincial Hospital of
Traditional Chinese Medicine, Dongfang Hospital Beijing University of Chinese
Medicine, Taiwan Xinzhu Guotai General Hospital.

Proposer of this guideline: Li-Ke Xie.

The main drafters of this document: Junguo Duan, Ming Jin, Like Xie,
Chuanhong Jie, Hejiang Ye, Fuwen Zhang, Lina Liang, Xiaofeng Hao, Qinghua
Peng,.

The drafters and review experts of this document (Sort alphabetically
by last name):

China: Jiansheng Gao, Na Gao, Weijie Huang, Xiaofeng Jie, Hongyu Kuang,
Chuanke Li, Huili Li, Xiang Li, Fengming Liang, Pinzheng Liao, Luhong Liu,
Wenzhou Liu, Xuejing Lu, Xiangxia Luo, Long Pang, Li Pei, Yuhui Qin, Lixin Qiu,
Jiantao Song, He Sun, Lili Wang, Qiping Wei, Feng Wen, Shengjin Xiang, Yanming
Xie, Xiaolei Yao, Cangxia Zhang, Fuwen Zhang, Minglian Zhang, Zongduan Zhang,
Huaxiang Zhou, Jian Zhou, Zengyuan Zhuang.

American: Wenxin Ma

13



Britain: Qihe Xu

Hong Kong, China: Weijie Huang,Dahai Zheng

Taiwan, China: Yingshan Chen

Canada: IAN McDONALD

This document is drafted according to SCM 0001-2009 Guideline Setting
and Publishing Work Norms and International Organization for Standardization
by the Word Federation of Chinese Medicine Societies(WFCMS).

This document is published by the World Federation of Chinese Medicine

Societies and all rights are reserved.

14



Introduction

This Guideline aims to further standardize the TCM clinical diagnosis and
treatment of diabetic retinopathy for all traditional Chinese medicine (TCM)
practitioners worldwide. And it is a clinical directory for managing the disease
with strategic tactics and methodology.

Based on the previous related TCM guidelines, expert’s consensus, and

characteristics of TCM, the Guideline also incorporates evidence-based medicine

and systematic review. This standardized Guideline for managing DR in TCM has
been accomplished with different aspects, such as analysis, comparison,
integration, and authentication. It not only introduces evidence-based medicine
principles into clinical TCM practice but also promotes the practitioner’s
standard and curative effect of DR prevention and treatment.

This document is a declarative document based on existing research
evidence and specific methods. In clinical practice, physicians can refer to this
document and make individualized treatments according to the specific

conditions of patients.

It is a concise and practical guideline that can be served as an important
reference in different aspects, such as clinical practice, specification of diagnosis
and treatment, and quality evaluation.
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International Clinical Practice Guideline of

Traditional Chinese Medicine Diabetic Retinopathy

1 Scope

This Guideline defines the basic principles for the diagnosis, syndrome
differentiation, and essential treatment of diabetic retinopathy in traditional
Chinese medicine (TCM).

The Guideline applies to the diagnosis and treatment of diabetic
retinopathy. It suits the needs of all ophthalmologists of TCM or integrated
traditional Chinese and western medicine as the basis for diagnosing and
treating diabetic retinopathy. In addition, ophthalmologists of western medicine
and physicians of TCM in other disciplines may also refer to the relevant
contents of this Guideline.

2 Normative references

The following referenced documents are indispensable for the application of
this document. For dated references, only the edition cited applies. For undated
references, the latest edition of the referenced document (including any

amendments) applies.
GB/T 16751.1 Clinic terminology of traditional Chinese medical diagnosis
and treatment—Diseases
GB/T 16751.2 Clinic terminology of traditional Chinese medical diagnosis
and treatment—Syndromes
GB/T 16751.3 Clinic terminology of traditional Chinese medical diagnosis
and treatment—Therapeutic methods
{Guideline for the prevention and treatment of type 2 diabetes mellitus in
China) (2020)
( Clinical Practice Guideline of Traditional Chinese Medicine--Diabetic
Retinopathy) (2019)
{Diabetic Retinopathy Preferred Practice Pattern) (2019)
International Standard Chinese-English Basic Nomenclature of Chinese
Medicine (SCM 0002-2007)
{WHO International Standard Terminologies on Traditional Medicine in

the Western Pacific Region)
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3 Terms and definitions

The following terms and definitions are applicable in the Guideline.

3.1 Diabetic retinopathy (DR) is a chronic progressive disease affecting
vision and leading to blindness. It presents a series of typical lesions caused by
diabetic microvascular damage in the retina. Those lesions include
microaneurysm, hemorrhage, exudate, edema, neovessel, and proliferative
vitreoretinopathy.

Note: diabetes retinopathy belongs to the traditional Chinese medicine "
Internal visual obstruction by dispersion-thirst " .

3.2“Internal visual obstruction by dispersion-thirst” is one of the “ocular
diseases by dispersion-thirst” (diabetes mellitus corresponds to “dispersion-
thirst”), whereas DR corresponds to “internal visual obstruction by dispersion-
thirst”. Moreover, the disease belongs to the category “internal visual obstruction
eye diseases” and is commonly classified under the diseases such as “blurring

» o« » o«

vision”, “vitreous opacity”, “pupillary hemorrhage”, or “sudden blindness”.

Note: “ Internal visual obstruction by dispersion-thirst "is equivalent to
diabetic retinopathy in western medicine.
4 Diagnosis
4.1 Clinical Features
4.1.1 Symptoms

There is no conscious ocular symptom in the early stage of DR. However,
varying degrees of vision loss may occur in a prolonged illness. The symptoms
are blur vision, black shadow fluttering, metamorphopsia, or blindness.

4.1.2 Signs

The fundus manifestations of DR include aneurysms, hemorrhage, hard
exudate, cotton-wool spots, venous bead, intraretinal microvascular abnormality
(IRMA), macular edema, neovascularization, pre-retinal hemorrhage, vitreous
hemorrhage.

4.2 Ophthalmic examination and ancillary testing

(1) Visual acuity: unaided and best-corrected visual acuity at distance and
near, often varying degrees of vision loss, early vision may not change.

(2) Intraocular pressure is generally normal, Late-stage complicated by
neovascular glaucoma can be markedly increased.

(3) Biomicroscopy: slit-lamp microscopic examination: The anterior
segment of the eye is usually unchanged, and clouding of the posterior lens
capsule may be found, but it is nonspecific. ciliary congestion, corneal edema, iris
redness, and moderate pupil dilatation are seen in late complications of

neovascular glaucoma.
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(4) Ophthalmoscopy: Fundus examination was performed after mydriasis,
and typical signs such as microhemangioma, hemorrhage, exudation,
neovascularization, and vitreous hemorrhage were seen

(5) Color fundus photography

Color fundus photography shows hemorrhage, hard exudation, cotton wool
spots, beading of veins, abnormal microvessels in the retina, macular edema,
neovascularization, and other symptoms. Color fundus photography is a non-
invasive examination, and the repeatability of finding DR is better than other
examinations. It is valuable for recording the obvious progress of DR and the
response to treatment and is often used for DR screening and follow-up.

(6) Fluorescein fundus angiography (FFA)

FFA can detect abnormal fluorescence in patients with insignificant fundus
manifestations by ophthalmoscopy. Those abnormalities include microaneurysm
strong fluorescence, telangiectasia or vascular leakage, retinal vascular non-
perfusion area, neovascularization, cystoid macular edema, and so forth.
Therefore, FFA can improve the rate of DR diagnosis. Moreover, it helps to guide
the treatment and evaluate the disease’s severity and treatment efficacy.

(7) Optical Coherence Tomography (OCT)

The main significance of OCT examination for diabetic retinopathy is to
monitor macular edema, and the images can show the presence of hard
exudation in the retina.

(8) Optical Coherence Tomography Angiography, ( OCTA)

OCTA is helpful to detect abnormal microvascular changes before the onset
of clinical symptoms, providing a more quantitative evaluation of macular
ischemia; quantifying macular nonperfusion areas, and detecting retinal
neovessel at an early stage.

(9)Visual electrophysiology examination

Diabetic retinopathy patients may have abnormal dark adaptation function,
which is manifested as elevated rod threshold and cone threshold. Multifocal
ERG examination showed that the reaction density in the macular region
decreased. Standard flash ERG to check a wave, b wave amplitude reduction; At
the early stage of the disease, abnormal retinal oscillating potential (OPs) can be
seen, which is characterized by decreased total amplitude and prolonged latency.
The amplitude of each wave decreased significantly when the disease worsened.

(10) Ultrasonography

B-ultrasound can assist in the diagnosis of vitreoretinal hyperplasia or
retinal detachment in diabetic patients who cannot directly examine the fundus
due to refractive interstitial opacity (usually cataract or vitreous hemophilia)
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4.3 Complications

Complications of DR include tractional retina detachment, rubeosis iridis,
and neovascular glaucoma.

(1) Tractional retinal detachment

Retinal proliferative membrane and neovascularization membrane
contraction are the main causes of tractional retinal detachment.

(2) Rubeosis iridis and neovascular glaucoma

Extensive retinal ischemia of DR induces angiogenin that stimulates the iris
and anterior chamber angle to develop neovessels. The characteristics of
rubeosis iridis are small curved and irregular abnormal vessels on the iris
surface, primarily found in the pupil margin, which can proliferate to the
periphery. Also, the neovascularization in the anterior chamber angle obstructs
or drags trabecular meshwork or bleeds, which affects the drainage of aqueous
humor, resulting in increased intraocular pressure, thus neovascular glaucoma.
4.4 Standard for diagnosis and staging of DR
4.4.1 Standard for diagnosis and staging of DR

Refer to the “Guidelines for the Clinical Diagnosis and Treatment of Diabetic
Retinopathy” issued by the Ophthalmology Group of the Chinese Medical
Association in 2014.
The stages of diabetic retinopathy are as follows:

Disease Severity Level Findings upon Dilated Ophthalmoscopy

[ Mild NPDR Microaneurysm only

Retinopathy between mild and severe, with retinal
11 Moderate NPDR hemorrhage, hard exudate, and/or cotton wool

NPDR spots

Any of the following and no signs of PDR:

Extensive (>20) intraretinal hemorrhages in each of
II Severe NPDR 4 quadrants

Definite venous beading in 2 or more quadrants
Prominent IRMA in 1 or more quadrants

Early PDR NVE or NVD appears
1\Y
High-risk PDR When NVD >1/4 ~1/3 DAor NVE >1/2 DA
Fib b ith pre-retinal
v bOR Fibrous proliferation 1 rous membranes may appear with pre-retinal or
vitreous hemorrhage
Tractional retinal detachment accompanied with
VI Advanced PDR fibrous membranes, with or without vitreous

hemorrhage, neovascularization of the iris, and
anterior chamber angle
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IRMA=Intraretinal microvascular abnormalities; NPDR=Non-Proliferative
Diabetic Retinopathy; PDR=Proliferative Diabetic Retinopathy; NVE=Retinal
Neovascularization Elsewhere; NVD= Neovascularization of the Optic Disc;
DA=Disc area.

4.4.2 Definition and classification of macular edema

Regards the international clinical classification of diabetic retinopathy and
macular edema and China’s “Clinical Guidelines for the Diagnosis and Treatment
of Diabetic Retinopathy in China (2014)”".

Definition of diabetic macular edema (DME): The leakage of capillaries in
the macular area causes thickening within 2 optic disc diameters at the macular
center. DME classifies into 2 types, the focal and diffuse types. Generally, the
international clinical classification of DME is employed.

International Clinical Classification of Diabetic Macular Edema (DME):

Severity of DME Findings upon Dilated Ophthalmoscopy

Without obvious DME No noticeable retinal thickening or hard
exudate in the posterior pole.

With obvious DME Apparent retinal thickening or hard

exudate in the posterior pole.

Mild: Some retinal thickening or hard
exudate, but away from the macular center.

Moderate: Retinal thickening or hard
exudative predispositions, but not involving the
macular center.

Severe: Retinal thickening or hard
exudation involving the macular center.

4.5 Differential diagnosis

This disease should be distinguished from hypertensive retinopathy and
retinal vein occlusion.
4.5.1 Hypertensive retinopathy

With a history of hypertension, retinal arteries become thinner with more
prominent light reflections. Moreover, arteriovenous crossing compression is
noticeable. Cotton wool spots, hard exudate, bleeding, and extensive
microvascular changes are observable. Also, optic disc edema may present.
4.5.2 Retinal vein occlusion

With or without a history of hypertension, most cases are unilateral.
Superficial and flame-shaped retinal hemorrhages are present along the retinal
veins. They are more prominent in the posterior pole and gradually lessened
towards the periphery. The veins are highly distended, tortuous, and sausage-
shaped.
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5 Syndrome differentiation
5.1 Yin Deficiency And Dryness Heat syndrome
Features: normal or reduced vision and pathological change from grade 1 to
grade 3. Other features include dry mouth and throat, polydipsia, swift
digestion with rapid hungering, dry and hard stool, dark urine, red tongue with
slightly yellow fur, and thready and rapid pulse.
5.2 Qi and Yin Deficiency syndrome
Features: blurred vision, dry eyes, distorted images, or black flowers
fluttering floaters seen, pathological change from grade 1 to grade 4, mental
fatigue, lack of strength, shortness of breath, lazy for speech, dry mouth and dry
throat, spontaneous sweating, dry or loose stools, enlarged and tender tongue,
purple tongue with or without ecchymosis, weak pulse.
5.3 Liver-kidney depletion syndrome
Features: blurred vision, dry eyes, retinopathy from grade 1 to 3, dizziness,
tinnitus, soreness and weakness of waist and knees, limb numbness, dry and
hard stool, dark red tongue with little fur, unsmooth and thready pulse.
5.4 Spleen deficiency and dampness stagnation syndrome

Features: blurred vision, distorted images, or black flowers fluttering
floaters seen, retinopathy from grade 2 to 4 with apparent retinal edema, cotton
wool spots, significant hemorrhage, and macular edema may also occur,
shallow yellow or dull complexion, mental fatigue, lack of strength, dizziness,
tinnitus, a large volume of urine; pale tongue, weak pulse.

5.5 Deficiency of both Yin and Yang syndrome
Features: blurred vision or a severe visual impairment, retinopathy from

grade 4to 5, and macular edema may occur; mental fatigue, dry eyes, lack of

strength, vexing heat in chest and palms and soles, insomnia and amnesia,
backache and cold limbs, cold hands and feet, impotence and premature
ejaculation, lower limbs edema, hard and loose stools alternately, pale and
enlarged tongue with little saliva or petechiae, dark purple lips, and tongue, deep
thready weak pulse.
6 Treatment
6.1 Treatment Principles

The disease should be treated by traditional Chinese medicine based on
well-controlled blood glucose, blood pressure, and blood lipids with western
medicine. The disease is mainly due to the disharmony of Qi and blood, as well as
Yin and Yang. The root causes mostly are deficiency of both Qi and Yin, liver-
kidney deficiency, or deficiency of both Yin and Yang while accompanied by
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static blood obstructing collateral and phlegm stagnation. Thus it should be
treated by replenishing Qi and nourishing Yin, nourishing the liver and kidney,
and supplementing Yin and Yang to cure the root cause. Moreover, dredging
collaterals, brightening the eyes, activating blood and resolving stasis, resolving
phlegm, and dissipating mass are the ways to treat the presenting symptoms.

Clinically, the whole process should be undertaken by integrating systemic
and local ocular syndrome differentiation. First, the practitioner should
differentiate the whole body status in deficiency or excess, cold or heat, and so
forth. Then, according to the bleeding time, add the medicines for dredging
meridians and collaterals appropriately.

In the early stage of hemorrhage, the principal treatment direction is cooling
blood, stopping bleeding, and resolving stasis. After bleeding stops for two weeks,
the direction should switch to primarily promote activating blood and resolving
stasis. In the late stage of hemorrhage, add the agents to resolve and soften
hardness and dissipate mass appropriately.

Furthermore, modify the prescription formula corresponding to the
syndrome with other signs such as microaneurysm, edema, exudate, and so forth.
6.2 Syndrome differentiation and treatment
6.2.1 Yin Deficiency And Dryness Heat syndrome

Treatment: nourishing Yin and engendering fluid, cooling blood, and
moistening dryness.

Formula and herbs: Yuquan Wan (“Optimization of Chinese Patent
Medicine”) combined with Zhibai Dihuangwan (“Yi Zong Jin Jian”). Commonly
used drugs: Radix Puerariae, Radix Trichosanthis, Radix Rehmanniae Recent,
Radix Ophiopogonis, Fructus Schisandrae Chinensis, Rhizoma Anemarrhenae,
Cortex Phellodendri, Fructus Corni, Rhizoma Dioscoreae, Poria, Rhizoma
Alismatis, Cortex Moutan Racidis, glutinous rice, and Radix Glycyrrhizae. If the
fundus is dominated by microhemangioma, Radix Salviae Miltiorrhizae and radix
curcumae can be added; If the bleeding is obvious, you can add raw Typha pollen,
eclipta, Radix Achyranthis Bidentatae; If there is hard exudation, Bulbus
Fritillariae Thunbergii, Sargassum, and Thallus Eckloniae can be added

(expert consensus, weak recommendation)

6.2.2 Deficiency of both Qi and Yin, syndrome

Treatment: replenishing Qi and nourishing Yin, activating blood, and
dredging collaterals.

Formula and herbs: Shengmai San (“Internal and External Injury
Differentiation”) combined with Qi Ju Di Huang Wan (“Medical
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Grade”).Commonly used drugs: Radix Ginseng, Radix Ophiopogonis, Fructus
Schisandrae Chinensis, Fructus Lycii, Flos Chrysanthemi, Radix Rehmanniae
Praeparata, Fructus Corni, Rhizoma Dioscoreae, Poria, Rhizoma Alismatis, Cortex
Moutan Racidis, Radix Salviae Miltiorrhizae, and Radix Curcumae. For high
retinal hemorrhage, add Radix Notoginseng, eclipta, and raw typha pollen; for
macular edema, add atractylodes, Semen Coicis, and Plantago; for spontaneous
sweating, and night sweating, add atractylodes, Concha Ostreae and Fructus

Tritici Levis. (quality of evidence: D, strong recommendation)

6.2.3 Liver-kidney depletion, syndrome

Treatment: nourishing and tonifying both liver and kidney, moistening
dryness, and dredging collaterals.

Formula and herbs: Qi Ju Di Huang Wan (“Medical Grade”) with modification
according to the disorder.Commonly used drugs: Fructus Lycii, Flos
Chrysanthemi, Radix Rehmanniae Praeparata, Fructus Corni, Rhizoma
Dioscoreae, Poria, Rhizoma Alismatis, and Cortex Moutan Racidis. Those with
excessive bleeding can be combinied with Pollen decoction; During the
stationary phase of bleeding, Taohongsiwu decoction can be combined; If the
bleeding is not absorbed for a long time, add Bulbus Fritillariae Thunbergii,
Sargassum, and Thallus Eckloniae. (quality of evidence: D, strong
recommendation)

6.2.4 Spleen deficiency and dampness stagnation syndrome

Treatment: invigorate the spleen and Qi, excrete water and disperse
stagnation.

Formula and herbs: Buzhong Yiqi Decoction (“Spleen and Stomach Theory”)
combined with Wuling Powder (“Treatise on Febrile Diseases”). Modify the
content according to the disorder. Commonly used drugs: Radix Ginseng,
Rhizoma Atractylodis Macrocephalae, Radix Glycyrrhizae cum Melle, Radix
Astragali seu Hedysari, Radix Angelicae Sinensis, Pericarpium Citri Reticulatae,
Rhizoma Cimicifugae, Radix Bupleuri, Polyporus, Poria, Rhizoma Alismatis, and
Ramulus Cinnamomi. Add Radix Morindae Officinaliscu,rcuma, Plantago to tonify
the kidney, promote blood circulation, and inducing diuresis; for excessive
cotton-wool spots add Rhizoma Pinelliae Preparatum, Bulbus Fritillariae
Thunbergii. atractylodes; for macular edema add Semen Coicis, Polyporus.

(expert consensus, weak recommendation)

6.2.5 Deficiency of both Yin and Yang, bleed-stasis;-and phlegm-coagulation-
syndrome

Treatment: nourishing Yin and tonifying Yang, resolving phlegm, and
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dispelling blood stasis.

Formula and herbs: Those with partial Yin deficiency choose the Zuogui pill
(“Jingyue Quanshu”), and those with partial Yang deficiency choose the Yougui
pill (“Jingyue Quanshu”). Modify the content according to the disorder.
Commonly used drugs: Radix Rehmanniae Praeparata, Colla Cornus Cervi, Colla
Carapax et Plastrum Testudinis, Rhizoma Dioscoreae, Fructus Lycii, Fructus
Corni, Radix Cyathulae, Semen Cuscutae, Radix Aconiti Lateralis Praeparata,
Cortex Cinnamomi, Cortex Eucommiae, Radix Angelicae Sinensis, and Herba
Epimedii. For stale blood stasis, hard exudate, or vitreoretinal hyperplastic fibers,
add Concha Arcae, Bulbus Fritillariae Thunbergii, Sargassum, Thallus Eckloniae
to softening hardness to dissipate stagnation; for neovascular membranes or
excessive bleeding, add Radix Notoginseng, raw typha pollenand Ophicalcitum to
petrify blood stasis and stop bleeding; for intolerance of cold with yang
deficiency or retinal edema, add dodder and Herba Epimedii to improve acuity of
vision by tonifying the liver, kidney, and Yang.

(expert consensus, weak recommendation)

6.3 Chinese patent medicine

Qiming Granule is used for liver-kidney depletion, Qi and Yin deficiency, and
collateral blood stasis syndrome. (quality of evidence: B, strong recommendation)

Shuangdan mingmu capsule is used for liver-kidney depletion and blood
stasis obstructing the collaterals syndrome. (quality of evidence: B, strong
recommendation)

Mingmu Dihuang Wan is used for liver-kidney Yin deficiency, dry eye and
photophobia, blurred vision, and so forth. (quality of evidence: B, strong
recommendation)

Qi Ju Di Huang Wan is used for liver-kidney Yin deficiency, ocular collateral
blood stasis, internal visual obstruction and dim vision, blurred vision, and so
forth. (quality of evidence: D, strong recommendation)

Compound Xueshuantong Capsule is used for blood stasis with Qi and Yin
deficiency, mental fatigue, lack of strength, dry throat, dry mouth, and blurred
vision. (quality of evidence: C, strong recommendation)

Compound Danshen dropping pills are used for Yin deficiency and blood
stasis with Qi stagnation. (quality of evidence: C, strong recommendation)

He Xue Ming Mu Pian is used for liver-kidney Yin deficiency with
obstruction of collateral blood. (quality of evidence: C, weak recommendation)

6.4 Acupuncture and moxibustion

Acupuncture therapy can be utilized for patients with DR grades from 1 to 3
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with mild bleeding. Suggested acupoints are Taiyang (EX-HN 5), Yangbai (GB 14),
Cuanzhu (BL 2), Zusanli (ST 36), Sanyinjiao (SP 6), Guangming (GB 37), Gansu
(BL 18), Shenshu (BL 23) and others appropriate in the prescription. Allocates
those acupoints into two groups and applies in turn. In each treatment session,
apply 1 or 2 acupoints in the eye area and 3 to 5 points in the limbs and the back,
manipulating in neutral reinforcement and reduction. (expert consensus, weak
recommendation)
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ANNEX A
(Informative Appendix)
Evidence Evaluation and Recommendation Principle
A.1 Evaluation and Grade

The evidence classification principle of this document is based on the
GRADE, randomized controlled trials were initially designated as high-quality
evidence, the quality of which could be reduced by five factors, while
observational studies were rated as low-quality evidence, but their quality could
be increased by three factors. Finally, the quality of evidence is sorted into high,
moderate, low, and very low.

The process of screening and evaluation of the literatures are carried out
independently by two evaluators. If the views of the two parties are inconsistent,
they would resolve through negotiation or adjudication by a third one. See table
A1 below for details:

Table A1l: Evaluation and Grade

Initial quality of a

Study design body of evidence Lower/Higher Quality level Definition

Randomized High  Risk of Bias -1 Serious High(A) We are very confident that the true

controlled trials -2 Very serious effect lies close to that of the estimate
Inconsistency -1 Serious of the effect trials

-2 Very serious

Indirectness -1 Serious Moderate(B) We are moderately confident in the
-2 Very serious effect estimate:The true effect is
Imprecision -1 Serious likely to be close to the estimate of
-2 Very serious the effect, but there is a possibility
that it is substantially different
Publication bias -1 Likely Low(C) Our confidence in the effect estimate
-2 Very likely is limited:The true effect may be

substantially different from the

estimate of the effect

Observational Low Large effect +1 Large Very low(D) We have very little confidencein
studies +2 Very large the effect esimate:The true effect
Dose response +1 Evidence of a gradient is likely to be substantially
All plausible +1 Would reduce a different from the estimate of effect

residual ~ demonstrate effect
confounding +1 Would suggest a
spurious effect if

no effect was observed

A.2 Recommended principle
The fact that most studies on the treatment of diabetic retinopathy in TCM
are not comprehensive, the design of studies is often less standardized, the
selection of formula is diverse, and the efficacy standard is not uniform, which
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attribute to the outcome bias. Therefore, the evidence is required to obtain
expert consensus before being included in the recommendation.

The general principle of the expert consensus is that if the total number of
experts who strongly recommend one treatment exceeds 75%, then it is a
strong recommendation. If the number of experts who recommend it is below
or equal to 50%, then it is not recommended; other situations are sorted into

weak recommendations.
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ANNEX B
(Informative Appendix)
Announcement of Interest Conflicts and Fund Sources
All members of the guideline development group of the international clinical
practice guideline of traditional Chinese medicine diabetes retinopathy declared
that they were completely independent in the preparation of this guideline and

had no contact with any interest groups.

28



Bibliography

[1] Ophthalmology Group of Chinese Medical Association Ophthalmology Society.
Guidelines for clinical diagnosis and treatment of diabetic retinopathy in
China (2014)[J]. Chin ] Ophthalmology, 2014, 50(11):851-865.

[2] Duan Junguo. Ophthalmology of traditional Chinese and Western Medicine
[M]. Beijing: China Traditional Chinese Medicine Press, 2021:203-208

[3] Diabetes branch of Chinese Association of traditional Chinese medicine.
Diagnosis and treatment standard of diabetic retinopathy in traditional
Chinese medicine [J]. World Journal of integrated traditional and Western
medicine, 2011, 6 (7): 632-637

[4] Peng Qinghua. Ophthalmology of traditional Chinese medicine [M]. Beijing:
China Traditional Chinese Medicine Press, 2021:203-208

[5] Duan Junguo, Liao Pinzheng, Wu lie, et al. A multicenter clinical study on the
treatment of diabetic retinopathy with Qiming granules [J]. Journal of
Chengdu University of traditional Chinese medicine, 2006, 29 (2): 1-5

[6] Zeng Guo, Liu Gang, Liu Hui, et al. Effect of Qiming Granule on retinal
function in patients with simple diabetic retinopathy [J]. International
Journal of Ophthalmology, 2015, 15 (3): 495-498

[7] Shen Guohong. Systematic analysis of compound Xueshuantong capsule in
the treatment of diabetic retinopathy [J]. Chinese medical science and
technology, 2014,21 (5): 591-592

[8] Song Ru. Effect of Mingmu Dihuang Pill on diabetic retinopathy [J]. Clinical
research of traditional Chinese medicine, 2013,5 (11): 36-37

[9] Li Jingbo, Wei Xiaoyue. Clinical study on Mingmu Dihuang Pills combined
with calcium dobesilate in treatment of early diabetic retinopathy[J]. Modern
Medicine and Clinical Medicine, 2019(4):5.

[10] Fei Wang. Clinical observation on the effect of compound Danshen dripping
pills for non-proliferative diabetic retinopathy(syndrome of qi stagnation
and blood stasis )[D]. Chengdu University of Traditional Chinese Medicine,
2011.

[11] Wang Haimin, Tian Dezeng, Han Xueyan. Effect of compound Danshen
dripping pills in the treatment of non-proliferative diabetic retinopathy(]].
Journal of Rational Clinical Use, 2016, 9(23): 49-50.

[12] Huang Yingxiang, Sun H P, Tang Y K, et al. Effect of compound Danshen drip
ping pills on inflammatory mediators, cytokines and visual function in patien
ts with diabetic retinopathy[J].Journal of Integrative Cardiovascular and Cere
brovascular Diseases, 2021, 19(8),1408

29



[13] Wang Miaoran. Meta-analysis and network pharmacology of compound
Danshen dripping pills in the treatment of diabetic retinopathy[D]. Beijing
University of Traditional Chinese Medicine, 2020.

[14] LI Tingting. Clinical study on the effect of Shengmaisan Jiawei on non-
proliferative diabetic retinopathy[D]. Shanxi University of Traditional
Chinese Medicine, 2018.

[15] He Banlong, Tang Yanping, Zhuang Guangbo, et al. Observation on the
efficacy of Qiju Dihuang Pill in the treatment of background retinopathy of
type 2 diabetes mellitus[J]. China Medical Herald, 2009,6:83, 118.

[16] Guan Wei. Efficacy analysis of Qiju Dihuang Pill combined with Calcium
Dobesilate in the treatment of diabetic retinopathy[]]. Integrative Medicine
Research, 2017, 9(02):90-92.

[17] Li Junli, Dong Jiangang. Effect of Qiju Dihuang Pill Combined with
Photocoagulation in the Treatment of Proliferative Period of Diabetic
Retinopathy[]]. Practical Diabetes Journal, 2016, 12(06):18-20.

[18] Gao Li, Qi Tao, Xu Wenbin, et al. Hexuemingmu Tablets Combined with
Calcium Dobesilate on Early Diabetic R etinopathy []]. China Pharmaceutical
Industry, 2020, 29(10):133-135.

[19] Wang Hongyan, Zhu Weihua. Observation on the efficacy of combined laser
treatment with Hexuemingmu Tablets in the treatment of diabetic
retinopathy|[]]. Chinese Journal of Maternal and Child Health, 2017(52):316-
317.

[20] Wang Yuan, Wang Weimeng, Kong Fannu. Clinical observation of Hexue
Mingmu Tablets combined with Pancreatic Kininogenase Enteric-coated
Tablets in treatment of diabetic retinopathy [J]. Modern Medicine and
Clinical Medicine, 2018,33(11):2978-2981.

[21] Ma ]Jingping. Curative effect evaluation of compound Xueshuantong
capsule combined with calcium dobesilate for patients with early diabetic
retinopathy [J]. International Journal of Ophthalmology, 2018, 18:305-308.

[22] Cheng Juanjuan, Yuan Liyi, Zeng Yuanyuan, et al. Meta-analysis and Trial
Sequential Analysis of Efficacy of Compound Xueshuantong Capsules
Combined with Calcium Dobesilate Tablet in the Treatment of Early Diabetic
Retinopathy [J]. China Journal of Information on Traditional Chinese
Medicine, 2020, 27(05):75-83.

[23] Guan Mingdan, Yang Yufeng, Ning Shunyu, et al. Systematic review of
acupuncture for diabetic retinopathy[]]. Journal of Liaoning University of
Traditional Chinese Medicine, 2019, 21(02):114-117.

[24] Liao Xing, Yu Dandan, Xie Yanming, et al. How to draft editorial explanation

30



for transparent and concise guideline on clinical practice———Case analysis
[J]. China Journal of Chinese Materia Medica, 2017, 42(23):9.

[25] Huang Di, Huang Ruixiu, Guo Chenyu, et al. Methodology for clinical
practice  guidelines: level of evidence and  strength  of
recommendations[]].Chinese Journal of Evidence-Based Cardiovascular
Medicine,2018,10(7):769-776.

[26] Clinical Evidence-Based Practice Guide to Traditional Chinese Medicine for
Diabetes, M. Beijing: Science Press, 2016: 137-156

[27] Guidelines for Clinical Diagnosis and Treatment of Ophthalmology in
Traditional Chinese Medicine[M].Beijing: China Traditional Chinese Medicine
Press, 2019:29-37.

[28] Diabetes Branch of Chinese Medical Association. Chinese Guidelines for the
Prevention and Treatment of Type 2 Diabetes Mellitus (2020 Edition)[]].Chi
nese Journal of Endocrinology and Metabolism,2021,37(04):311-398.

[29] Schmidt-Erfurth U, Garcia-Arumi ], Bandello F, Berg K, Chakravarthy U,
Gerendas BS, Jonas |, Larsen M, Tadayoni R, Loewenstein A. Guidelines for the
Management of Diabetic Macular Edema by the European Society of Retina
Specialists (EURETINA). [J].phthalmologica. 2017,237(4):185-222.

[30] American Academy of Ophthalmology. Diabetic Retinopathy PPP [M].Amste
rdam: Elsevier Inc, 2019.

[31] Wong TY, Sun ], Kawasaki R, et al. Guidelines on diabetic eye care: the inter
national council of ophthalmology recommendations for screening, follow-up,
referral, and treatment based on resource settings[]J].Ophthalmology,2018,1
25(10):1608-1622.

31



	前  言
	引  言
	1范围
	2规范性引用文件
	3.术语与定义
	4.诊断
	4.1  临床表现
	4.2  眼科检查
	4.3  并发症
	4.4 DR诊断、分期标准
	4.5  鉴别诊断

	5.辨证
	5.1  阴虚燥热证
	5.2  气阴两虚证，
	5.3  肝肾亏虚证
	5.4  脾虚湿滞证
	5.5  阴阳两虚证

	6 治疗
	6.1  治疗原则
	6.2  辨证论治
	6.3  中成药
	6.4 针刺

	附录B
	参 考 文 献
	Introduction
	1 Scope
	2  Normative references
	3  Terms and definitions
	4  Diagnosis
	4.1 Clinical Features
	4.1.1 Symptoms
	4.1.2 Signs

	4.2 Ophthalmic examination and ancillary testing
	4.3 Complications
	4.4 Standard for diagnosis and staging of DR
	4.4.1 Standard for diagnosis and staging of DR
	4.4.2  Definition and classification of macular ed

	4.5  Differential diagnosis
	4.5.1  Hypertensive retinopathy
	4.5.2  Retinal vein occlusion


	5   Syndrome differentiation 
	5.1 Yin Deficiency And Dryness Heat
	5.2 Qi and Yin Deficiency syndr
	5.3 Liver-kidney depletion syndrome 
	5.4 Spleen deficiency and dampness stagnation synd
	5.5 Deficiency of both Yin and Yang syndrome

	6  Treatment
	6.1 Treatment Principles 
	6.2 Syndrome differentiation and treatment
	6.2.1 Yin Deficiency And Dryness Heat syndrome
	Formula and herbs: Qi Ju Di Huang Wan (“Medical Gr
	6.2.4 Spleen deficiency and dampness stagnation sy
	6.2.5 Deficiency of both Yin and Yang, blood stasi

	6.3 Chinese patent medicine 

	ANNEX A
	A.1 Evaluation and Grade
	A.2 Recommended principle
	ANNEX B
	Bibliography 

