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The Traditional Chinese Medicine Preparation For Treatment Of Tumor
And Method Of Making And Using Same Field of the Invention 5 This
invention involves in the fields of Traditional Chinese Medicine, in
particularly, involves in a kind of Traditional Chinese Medicine

ThPIFRRIAR ERRERNAMERIDESLS2ithAPoL S ARTR PR RRRGHUElethod OF
preparing anti-tumor drugs. Background of The Jnvention ancer IS one
of the most serious disease¥@kigAndUsingsame , oy r healths
According to the statistical materials, at present there are more than 18
Fieldnofidnedauveatipatients all over the world. It is predicted that the cancer
This Ii?lslglgg]r? %\\/Igil\lfelp ?nr ?I%S ICETX 5fOT0/0 ég%gaﬁh%Of E li\ﬁg(gg L leeYr? I’amceglear}ml!nbgh}eé in a kind of
milfion heWcancer cases by the year 2020 when the avérageoniset age
TradinbeanCen@atidadiviik pegboishd Qs whiernow iiaangesmdrgpli&idos6o, e procedure of
certain. ities,donset age of gastric cancer is 35, it is quite frightening. 15 In
PrePiiePfield of cancer therapy, in addition to traditional therapy methods such
as surgical excision chemotherapy and radiotherapy, scientists and

BacK¥1Sd PR KBV En@ib NOW trying hard to explore and find new means and

methods that can radically cure cancer , for example, cryotherapy under o
Cancegiy QgPEE DB SEBS FEAETHESPY VETHY Hiictsh AV Stiitifcatigine to the statstical
mateSEVE iRl teatinenbihakis IO Sayiteckingtbadlo ety @sselsiandt is predicted that

cutting the nutritjon supply of or; adopting bigtechnology, necrosis .
e CEIRGE R G TR iy 58 BTG REHB IS B LAl fon new cancer
casesCONGicl gringAevpresanhitechnologyalevel andnpedical tbnditonsiat Widraow it ranges
from 0B RORC 2l of the new, ant -tumor. methods mentioned shoe stil can't

reach Scientific conclusions: betause of lac ing proqspecrtl%/e s%u%y , While

In theofiehig ad famcenewrehrugs wiighcan trefideahdensfyometibdaditionad surgical excision

inese Medici which beco he focus of international anti-capcer . ..

e e R AR i e

meangharoriaghads thaecot thécatlystuprevious fosesultpicakhetitagrsurireyl ¥ ddgesibelow zero,

heat ﬁ&%?&ﬁfﬁ&@g&%ﬁ;%k%%%%ﬁ%&“&ﬁ?& %HQOPE%QQ{&Q ',tﬁztittg_%o%%&mﬁg the blood vessels
those abounding experiences and theories are formed in the courses of

and qidfHiEngO VIS cHBRIS WHIERPSLHAYIESE MerehraapResitifoeer eivdiPepy and many

othelsrggti%&'s b %a@@ﬁk&@@%ﬁf &}Eﬁ@&% tﬁéqﬁ%&@fﬂ %c%ﬁ@%%%eﬂ@m&ﬁﬁvc%nditions at home

been approved by Chinese people and western countries, however anti-

and ghiprderifi{dftfoRal EHindsBvBgibMe UsRPTAtPRRVMBIE elhicarThaefatisronclusions

beca@BI¥sf IRBRE QYR 3- 201y MeANWRISInth ey il evARtacangeh T¢adtianahncers from
Chinese Medicine used for the treatment of gastric cancer. The idea of
Tradifaiad GpirfycafeMiFEN i ORME O 8GR e AERIRB AT Bt aReab I Wit
TradiG@RgeCHinaditaaatife hine Ieditedicivtipseparatiand nat ke sau piieN) fwWiiClost precious
can be widely used in clinical work is the basic guiding throught of this
"“““fﬁlxxléeﬁﬁ%%%?’é%z/éﬁrﬁq%s ot tie et %“?ﬁevgvr%ﬁ%ﬁ (5 BEEEH Gy figesame time. those
abourldiagditigraiktchinesetedicine theetyionheanaars "@aibengsvdaauseechday which still play
i 0§tt§1(?no?é[isqrrl1 rg(f) aéiﬁ?lmeﬂezreg)go%pg blood stasis which further give rise to lump
Peand tumor accumulation and “should be treated with the strategies of
The prorantingfttlooof flowidend] reémewirdebicodstadis;neliminatig €Giiesd people and western
coun rleast,ehr(l)\aw‘leger}dar%@'@gr%lef fgqftblgzﬁ%wgpse%e G I%ne %‘eegﬂﬁg el medication only
modern technology, care u'n)y screening t e herbs in order to meet three
accopifopses %o mappiyik. kheet of mraiicpavorntizalitional Chiereddedivadiainé for the treatment
of gap&mﬁggpn; to supply the preparative method; to supply its application in

the preparation of
The idea of developing and inventing a kind of safe, effective and controllable anti cancer Traditional

Chinese Medicine preparation(not prescription) which can be widely used in clinical work is the basic

guiding throught of this invention.
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anti-tumor drugs. The purpose of this invention is realized as follows: A
kind of anti-tumor traditional Chinese medicine 10 preparation, its' feature
is that this preparation is composed of following parts by weight of
materials: 1 parts by weight of hydnocarpus, 0.8-1.4 parts by weight of

Sumﬁggpmnmmgmrdica seed, 0.5-1.1 parts by weight of pangolin scales,

rs b ht.of rhubar rtsb ht ofllcorlc root, Of
This Hﬁmﬁlorﬁ %ere[:}){ (@ndg:cr)a‘rf)tbosqa?seal ese ﬁllnceh can enter Pver sp eeCer 15 caused by

Stag%’é’ﬁdtgﬁltﬂse?ﬁtw éﬁﬁldbb‘i%éf‘?ﬂﬁbmﬁa{lﬁ%rtﬁe’efdﬁ&t {818yt athittiatintycumulation and
shoulgibrtrepeask vt elaipg fiethregisirp dipad foxinnfaREgiree 2sashilteitn Aifnating toxic
mategdCami USabifig watenisetv esitsprikcipabdrirg. hheiberisiigookidehinghnology, carefully
screcliRMBEdicadSaEGais adpRtethwbishan enteipRlecRisiNash eiidiamadsal Chinese
medIHR%9JHJ&t16§'%Qﬁﬁﬁ?%@&Eﬁtﬁt‘&tw@%@&lg@t%ﬁﬁ@nﬁs‘% %ﬁ[%?fHHﬁ%ﬁ%U" preparation of

At lﬂlmOr%romotlng tissue regeneration serves as ministerial drug. The herb
pangolm scales"is adopted which_can enter liver stomach meridian, its

The EORo! O3 NI S 90 e e ru i O e B gl Chinese medicine
Prepafiatiffy KeRES Fehbihlgararglitn Sa%ﬁvatﬁqg)%@ﬂﬁ’f@l’élBarfﬁé’é{thﬁgétéﬁféi’ée“als 1 parts
by waightt @fdeidegrdrfiga iyl dapsitaby vaisbepiceiidiserpe snamadiemetdedriid. parts by weight
of paigrgingxiesrA b3 pais bt;dwpi&d@hiuﬂtu@ahbﬁtt&rtstvmatghtioﬂésmiﬁte root.

of WREHIANL, empain and tArym fanpjc, acids that haye Ine IUCUONSOT i fay acid

removing pyretic toxml@ brez km& dyspeptlc - ‘disease and Fmprovmg

glycampiarddirauiation fvervess abcdidjunidtiye idduderPBimthddrerbwiioericexpolbitigigoxin, relieving
Sput@d%tggw{mg %%t%%%?&l?ﬁ%&%’]ﬁ&? meridian, its enoxolone that has

the functions of anti-cancer, neutralizing poison and coordinating the drug _
The laféhorf@@mlmewtmt@ﬁaw%e oI YSEh Gat M EhiomIentiedigaets momordic
acid %g%%éjﬂ%%Qt)?@&hng&g&b ﬁnjrgggﬂﬁ‘ %W@Q&l@rgpﬁémg@neranon serves as

methods of anti-tumor Traditional Chinese medicine preparation in this
mini§ieGakise include the following steps: 30 1) Weighing each crude herb,

The HINdiIpG da1iidslle sizR QA GIRSh 2nAEING H2MnathYhaleeaNnal Jihgow{\¥@fes alkali that
1:2.5-1:3.5 with crude herbs and soaking thoroughly, 3) Heatln%{and

has the SRt of R esrP RS er iRy " RECH RS BedUhrktr sisapg el frduiggiting crewels
and BedudiRITighthe phpadifeaaleChinase dadigjne tipéeparation mentioned in this
™ invention, 35 In this invention, to the residues and gruffs gotten |n%te (A{ N
© BiRing WHBR e thyI SRIEHRBITH ANTRIGF TS T‘is%n%%%rt?t&“a&atﬁl gyand thrum tannic

acidsreleirculading thartughby, filiating filketidiqoiociaqbikakiig cgriinedivdile and improving
mlcrgg}%u gglegea%léugegdm the former steps, the combined liquid also is the

active mgre i8nt Solution of the Traditional Chinese Medicine preparation
The bagntidiatch ants ividAreH whitd EARITAGHTRARP it YRS ThiRsHGaniy epoxgjone that has the
functideatihgnamdnrecireutatinig dipee o endicpedimtiietmetiie ddgods5efl ahpescription serves as
messggRedaly/InAnidjusting att vetingiedient solatioarwithegihyl alocoholaand
PrepMafey niRBkin @ e1h AR oRali Ve RSFGRAIREE PP A& An¥o invention include the
fouoagjél%iggg pH to be 4.0-5.0, then the composition of the Traditional Chinese

I\/teg\) pre aralt?on mentio ed |n tg(ﬁ |nvent|o Is completely made. The

est rel ensi oefﬂth% ition of ‘tﬁ’émi‘cradltlonal Chinese
R/Pedttst% @%ﬁﬁrﬁw&mqm ip2 ‘I/Y)Sf. 152ér bdyvingteraudeticdsaegeeing thoroughly,
soluiiam@hibecdiraditiapaliGhinese Medicine preparation mentioned above

g %ﬂfﬂ@t‘ﬂ&%%ﬂfté%ﬂ&@a@hﬂﬂeé‘ llg A& 95@5&'&%@&8& IQ)E\Kl&I@Bﬂﬂ!@’%MH"t?&&h@hm%e: Medicine

capsule of th ditional Chinese
prepara 10n mentioned 1n this invention.

In this invention, to the residues and gruffs gotten in step 4, adding 62% ethyl alocohol in a w/v of
1:0.8~1:1.5, heating again and recirculating thoroughly, filtrating ,filter liquor aquired is combined with
filter liquor aquired in the former steps, the combined liquid also is the active ingredient solution of the
Traditional Chinese Medicine preparation mentioned in this invention.

The optimum w/v in this method is 1:1.

Heating and recirculating time mentioned in the method is 0.5-1 hour generally.
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Medicine preparation mentioned in this invention is completely made.
Alternatively, drying the active ingredient solution of the Traditional
Chinese Medicine preparation mentioned above and compressing into
round lamellar shape, the tablets of the Traditional Chinese Medicine 10

Adjumﬁé)%ngrﬁﬂgrem&-{nﬁ@mm ﬁtﬁoamt%cmaﬂgnd;mgwcﬁ{%%aQle alocohol volume
ncnin r e tw | erps in.the Siti
e R R e R PSP RS SR PR i

Medﬁt‘b?@“t’ﬁ%fﬁ“i’%@Wﬂf’&%@é}tﬁ\}\?e?ﬂtb"bt%‘ﬁnﬁ @%d’i‘é short of breath,
The bestesiariztiAgohRb A seapoydam el abfepithyinid, Ghisein Mﬁdlﬁaeﬁﬁ‘tﬂwtéon is 1.02-1.08.

Or d@ﬂ%@,amhﬂéﬁdﬁﬂpﬁﬂﬁﬁ@mW@T@ﬂﬂlgﬁﬁ@ﬁ%m&&%%Q%rﬂﬂ)\ﬁ%ﬁtioned above
reactions, on the contrary, if the dosage is less than 15 15 g each day,

and gRking,if %%@P‘eﬁef&}tlt}\%IFB@%P&lﬁ%ﬁﬁﬂeﬁe&Wé@oﬁ?ﬁﬁ ?étfﬁherﬁfé‘dmonal Chinese
Meditiaditipnatishinasenbdedising RigpariatianpiBERisavention has many
advantages: the herb is well organized, compatibility is reasonable,
Alterpﬁ'th@ipald@djlgvﬂd&t adtixilidngradiehconnluctant ingradieiis are hivigialighddicine preparation
mentlon 3 eox'%. 9 % uorlglt?ésssafem%g (rjogrf thl\éﬁér g]}/ Qe{tp gets 0 qle ’?rag tlona{Chm se Medicine
reduced, |ncreaS|Ir)1 do%age will enhance xmﬁy ecreasing osage Wi
prepmsmltlntlpomwammoanmﬂeeﬂem@dht not only has the functlons of 20

eliminatin en via motln blood flow , im |crOC|rcuIatior]1
Hy noca us an IIIC a mo ICf’l see 2166 cispo(nhono Ei‘_r C COfIlpOSlthIl e standard
coun era |ng Oxic sl stance, a eFAtIONsS

dosa%ftr?éﬁ‘g‘ﬂ‘?ét’i‘t‘ﬂ@‘ ﬂBﬁ?erésstéfeFﬂfé i ri’é’ﬁﬁ‘ée\/\t‘gr@ By lﬁﬁo?ﬁgt?ﬁb“tlgﬂfémg blood pressure,
shortrgfybrraratitnsclpialinig hlyhedintsde s With tHerThamifio HaP@Hindsemvlsticimemia, nephritis
hypethegiyuoh eah eettiveyapy, atlattisr aheatngatienn aligirarnwith, golsaiosags is less than 15
g eaoagtey]t&,eeﬁmtaadaﬂgfﬁathagwpmmmpmtndtﬁbqte idoalpieyncides with
The 1%59 Wgﬁh%lf%‘?%%ﬁﬁ ,[Ofregnlra;lga;tari]%gr:g St 1£s]taé rhloerl%tonsﬁg]%gglgltol g%\og[%nglﬁ%f: the herb is well
organnhtbltmglmuﬂlktﬂlng oameatﬂellszrmheaimlewamwamsulasttamtadtectdny ingredients are
I experiments and clln C_trails, and,w. proved to safe, eff ctl
e A B i S B G Tl g cosee
will fuirotiotvgoith dsrstrangtitesinglbosjt neemtamnecasyﬁ@f@mtomauén bastibmfunctions of
elimillRAASSERR KT IRUNGHRNS(CHMIBatng Pathessn.  SIERINRRING RADbuRR acting toxic
resistance, synergism, attenuation)at the same time. The invention can
substgpgelPuelisskat Bs Arbieanekitdragicnizldodyanssarss mbirsnet®y BSegigyomoting tissue
regefe@@mpﬁhg My gEHtgﬁe.WQﬁ\ﬁ] & WQH‘@&].@KP%smeE{@}QJtﬁ&% th'élﬁé‘? therapy, that is,
Medicine preparation of this invention can not only greatly reduce severe
treatigg{hergalignaptivh R Eem saesapymivatizas8threaty MprovEHIsHGHsteicides with
moddREtRIeEch IR RRIRASRESIVEs eflicasy JaHiWSIa i 0ieRRMANE: dMline system

, thus could enhance anti-cancer effects. 35 The Traditional Chinese
of thpagsefm B IBH AR b HRE FVEHEER can be widely used for the
treatment of tumar s émh as digestive tract tqur mcludln astrlc cancer,

The Hh e%ltoﬁ ev\éa%%‘r%)é g{mla bé gﬁléxéall eéggrbrﬂentse% 8 éIH& érrall rov g ﬁ( e safe, effective

and dmn@lm)tu:er uterlne cervix cancer, breast cancer, skin cancer etc

The artlﬁgtllarlr\fhl% gast (??Pﬁ:e\!‘v}?i&d l%eglrlﬁs)ach éatlesntc% hav?r%g{%emng body resistance ,
erapeutlc response e Inventon etali escription o e

syneligiventiorREExanipie | PrapscsonfodrTradititers(Tihimesez Medicipe , strengthening body

Gom po§|t|on of n %ﬁggl i hydnocarpus 1509 of cochinchina
reSIStm(SEr:nS %zlislg eﬁ@qu%{%é?q prggﬁ'i olin scales, 1& of rhubabrb gnd 150

chvoerrlltcl:oen réot’ rPhaeng APABBVERGE NEKHYALS MbfecSIDR Al uTsS ggalcmmmherapy
dmg%B’G’GI’rﬁPB‘P’@E@/&(’e‘tFﬁrIthﬁlE&?&tonébgkﬁﬁefé’tef?lﬁt)ﬂt‘?aﬁé‘aﬁ 1 thjynvention Can ot only
greathp sdfeataimgfod VErbotrc fitratihecagticiarg 00 mlse 629y enytvaltoholtilste therapeutic
efficgnuiig anddréatingfagaiouecigilathgriohdappurthfitratidgBuctcarmisimerg effects.
The @thaifithel fdtehediMaIs;ifle pRPARIGSS HTGHAN theance 0sing: tei@S0 wdd for the treatment of

tumo@-QHéﬁtmgdtgethQQIﬁal %itm)leih‘(ml@l@Q%k@%ﬁ@;?[mtestines cancer, liver cancer, esophageal

cancer , other cancers like lung cancer, uterine cervix cancer, breast cancer, skin cancer etc, particularly,
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10 making the volume of ethyl alcohol to be 6.0-8.0%, adjusting pH to be

4.0-5.5, regulating relative density to be 1.05, mixing evenly, standing still

at 6-10C for 12 hours, centrifugating and extracting supernatant, bottling

and thus getting the composition. Example 2 Preparation of Traditional
gastrfe DiNESQ M EACINELOMRARIHAN: Qb IheIMYRDEOR s Jor 00t OfHRYRAGSPUS,

2409 of cochinchina momordica seed, 120g of pangolin scales, 120g of
De taﬂg% glgnaqgn% t%Z%JVof licorice root.Grinding all above five herbs into

e size granuFa, a(el'ncf‘llﬁld 2600 ml of 62% ethyl alcohol , soaking for 18
RgaungleheabirgaanidreCitediating Gomdshiiad dilir atmposétcding800ventioh.62%

etlhyl ngghol i?§8 qr, ffs anql.he%tin 3 in (rletfgr&ulqtin fcllr 1 hpgr
150 d , : if ; ; > 150g of rhubarb and
% tra%ing(;) and com mlLiJr?aCaWCofn%ﬁe ?ﬁlt%rr |qa%ers, degcgn?Sr gé?nséaefnd & OF TbaD Aan

150gcd) dts?eﬂcsi negeto@Bdingl AhdhestitigetbetBO0 nThiddih @thﬂ@d@_h@@@ﬁ@é’[éﬂ, of 62% ethyl
alcol%la%&glﬂg%o\{qwmgrgfhgml}{é %ﬁqp&le{ﬁaggﬁ(}&'ﬁhg%’; ] Mﬁé‘”ﬂicﬁﬁé %(gﬁll of 62% ethyl

.0-5.5, regulating relative density to 20 bel.02, mixing evenly, standing _
alcohgl|nde graBiTandr ieptine asitareHrulbaadCaridhektr ety Sapéheataiptng all of the filter
1iquoPs‘?tHéB&@FE§s¥Hy%W&H%ﬁﬁﬁg%@%ﬁipﬂdj% Rle gl 'iﬁp@'iﬁlti%?@falcohol and water,

Traditional Chinese Medicine composition of the invention. 80g of . _
makipg fi3oe41pEis! 78! sfebeHmbhith fgiukuEassit s, bsot ot pargotiinseddye density to
be 1.659mkiubanyand.d30a@f dicoiice repticniosingalk-ahave five ReRSHNQupernatant,

middle size granula, adding 950 ml of 62% ethyl alcohol , 25 soaking for
bottlips g es HUGL0B R ¥blating for 1 hour, filtrating, adding 320 ml of

62%0 ety ateqhalontd gadffe.andheat ng agadomeistisatngdardnheur,

filtrating and combining all of the filter liquors, decompressing and
1508 0 ATt 08 PhT LGS0 A e, P A W rhubar and
225gmaikingdheovclintiecofl eibytalsehelioibe Mmidds: 0, adjuktindipkl 160benl of 62% ethyl
alcoh%%O_SS : rei%‘#'?i' 9 relatiye degsrlet%{rgglgt?r%g' 06, hmd)rf'ﬂﬁraet‘l’r?n%d?ﬁ?% NG SHI 6266 ethyl
at b- or 12 hours, centrifugating and extracting supefhatant, bottling
alcolmh dht@Qtitssagé thivag ith e momposdibting xamphew, Prepanatioh @hibreiditiehall the filter
inese Medicine .compasitio on. 12

liquoﬁs,h c?ecomlgressmf and C?n enﬁné QCHSH]%Ln \a/%n_;uung o ﬁﬂgﬁnl v¥ith ethy]]_alcohol and water,
ydnocarpus,I40g of cochinchina momordica seed,100g of pangolin

makigg#ie soliBo gf@ﬁhﬂmlaﬁ be Q-QG@Q_% lidprigeeddto Grihging-aticalabwerfilaave density to
bel (ﬁe @&@%%ﬁﬂ:gﬁéﬁ ﬁg 5&1@ l‘.!t'taci—%g@ %@PPQOH}L Ogeﬁg% g%%hfbﬁlt aﬁlf: gﬂg.lctin g supernatant,

soaking for 1 eating and recirculating for 1 hour, filtrating, addihg
bottimg@neithys gctpetinicsmeiéenol into gruffs and heating again, recirculating

forhdionr, ﬁﬂéﬁaiyﬂgn%?%}@imlﬂ '@Qi&ﬂe%&hi%iﬂét%rﬁphg%ﬁ o BRGATRIGSSING

and condensing to 950 ml, adjusting to 1000 ml with ethyl alcohol and

802 qf/BydpocARitincAther CORIPRE HMERSICS RS e BEPBIG S IDWA A dfs fhE Harkgnd 100g of

licorie@4b6- B diggulpiing d ehativerdensityitalene d HfumDENGEnE B0 SieediNghy! alcohol |
still at 6-10C for 12 hours, centrifugating and extracting supernatant

soakg ks APt G B e tiE EB OB bR S ERAM I PP PRI ! aleohol nto
gruffd raditienal ChinpseMediging capsules: ofithaiipvemtieomb®g ofil of the filter liquors,
hydnocarpus,180g of cochinchina momordica seed,90g of pangolin _
decog it 0 SR TR oS08 P hcBrSbe i F I I e i makine the
voluhe b s tntclibld|e $iz6.grantlaydaddingpR30Bemieb 6284 athiyik adlaatoliensity to be 1.06,
._.soaking for 24 hoyrs ing and recirculating for 1 hour, filtrating, addin .
s BSOS Sl S Can 0 SRS AR PR R ety oo od
thus pettibghibeicofalinaiting and combining all of the filter 10 liquors, drying and
E‘x%k'”lg nip Unignm granyia.andailing fhen 0t vacant cansules, lys
orming hard "capsules. Example 6 Preparation o Traditional Chinese
120gme Hidimeaadt® o othe dhiventio motohcafshytiie arippe g8y sofles, 150g of rhubarb and

180ggo‘%gféﬂ?ﬁ@ R MANRIAESHS 0 FA QI AL PARIRIS CRIE St OIREID YRR B of 629% ethyl

alcohol , soaking for 12 hours, heating and recirculating for 1 hour, filtrating, adding 700 ml of 62% ethyl

alcohol into gruffs and heating again, recirculating for 1 hour, filtrating and combining all of the filter
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1509 of licorice root.Grinding all above five herbs into middle size granula,
adding 1500 ml of 62% ethyl 15 alcohol , soaking for 18 hours, heating
and recirculating for 0.5 hour, filtrating, adding 750 ml of 62% ethyl alcohol
into gruffs and heating again, recirculating for 1 hour, fiItrating and

bining all of the filter I|quors 5%ryl ﬁmd comp{ﬁg |n

liquogy GrotisaRIrtar DRIt QiR e IUBIARE Pl mmpIE
maklﬁﬁ‘raemﬁiﬁﬁﬂyﬁlﬁaﬁmbsld’(ﬂﬁﬂiai oh ©f-tRe T ratlitionap o hese-Medéginging relative density to

paratlon of th| inven e sl Pr aration abeled
be lgosgﬁxem%m‘f alnlnrﬁigljn é‘oﬂ 1g crucE]( tfjrrug[af slven Eg%{%w RIg'gine supernatant,
bottlirgepafathetmgtthodsmgtotiersolution was diluted to demanding

goNGsLatign SpX%‘oQo?%%\{'S:nh‘%m%é’é'i@e%?n Ja%gquygfme%%lﬂtmouse

each time. 25 Il Animals 1. Name, source, Strain: BALB/c mice or Fl
180g( i€ RyBAlapies) Iiftls e lagrg iaghivd noompedicaried 20g rouprngplou pdristith@g of rhubarb and

2500SPEBHE Mitendib ABALR/ G IDice varE RMEPasedfFom, SARRNIRRI0 ml of 62% ethyl

laboratory animal center. 2. Weight: 191g, 6 8weeks old. 30 3.Sex: male

alcohgt fepaking, 195 HghthEs Spttib s fiseiecattingdely! AopmirtENBeeadtiing Bt ml of 62% cthyl

alcoh%l(ri’ﬁgrgﬁﬁts %H‘q@c@i‘ﬂ? eé&mmgagcmziﬁﬁg’ gﬁ?ﬁﬁ'@(@ W&ﬁﬁg‘%ﬁ'd&iﬁﬁdﬁgrﬁl of the filter
kept in Clean Animal Laboratory,nu/BALB/c mice were kept in lamina flow

liquogsa ekt PR MakRgsial é&é%lﬁ@%‘agﬁkf@%'i%ﬁ e YTt IRy s forming hard
caps@i¥en in the lamina flow framework. 5. The number of animal of each
ﬁroup ‘tested group , three dosaaE e.Positive group, and blank group.6 35
CIBRE B/ RE AL grstiereb R Melinned? Kt elsanYEMiRe and 10
100gl-'dfmyaaoea@hsgsogl pf 5lolﬁﬁﬁﬁd\Aﬂthﬁdh€m§u&ew@gc6f¢ngtmn(-s@wd ejmgeoﬁollhubarb and
t | C M d' h tud li ti
o ST ot B BT P RGN o
alcolfmln@haiﬁn@ﬁnsnsie«smg bhatng t&areompmd“qm m@&oaﬂdmatm@cau&ﬁhgd&@hﬂﬁ 62% ethyl
alcoho %% %}?1' § % 2 Ivﬁ%%}lréos?o 1hcp ??{G(%i(%P EaHXJi fr(a)l 11:1' 2. 5 CPO %1%121gglllf%f the filter

sage, middle do age W ge
liquorespeuwe@mpmﬂnwbﬂtonwrmylal@t@pé t@t@lﬁd@éﬁd/t@glmr high
Test %x ngfl%’m co%aggm QW d?Sr%g of Eﬁ% Fllegg %|1¥al ﬁMesgﬁ'ﬁ'%Q 9eparat10n of this

man |px or studlng one |m|nat|ng p
invelslﬁmngthemng body reS|stance attenuation and synergism function, of
1 TWRi§4, RO is the administration manner for clinical medication; Studying on
strengthening body resistance function only use po path, implementing
1Pspaapon Bbelrddasker pdrrorneginedhd s of Frediftds Blank: solvent
0 SYR&ME NaNfesitiye drug control: Considering that there is no suitable

corresponding positive control, it should
3. Preparative methods: stock solution was diluted to demanding concentration with 0.5% CMC—Na,

nf)t!lnﬁ alcohol and water,

giving 0.5 ml of drug to each mouse each time.
II Animals

1. Name, source, Strain: BALB/c mice or F1 (ICRXBALB/c) ,mice and Kunming mice, animal group
of our institute. C57BL/6 mice and nu /BALB/c mice were purchased from Shanghai laboratory animal
center.

2. Weight: 19+1g, 6—8weeks old.

3.Sex: male or female, using the same sex for each study.

4.Animal breeding and experiment conditions: Kunming mice , C57BL/6 mice and F1 mice were kept
in Clean Animal Laboratory,nu/BALB/c mice were kept in lamina flow framework and raised according to
SPF condition, administration was given in the lamina flow framework.

5. The number of animal of each group:tested group , three dosage.Positive group, and blank group.6

nu/BALB/c mice each group, 10 Kunming mice , 10 C57BL/6 mice and 10 F1 mice each group.
5
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choose cyclophosphamide as positive control, in order to substantiate
authenticity of each test. V11. Test Main Steps and Results 20 1.
Eliminating pathogen function study Test on xenogeneic graft mice
models of human gastric cancer cell line MKN and human liver cancer cell
line QGY. Taking related cancer cells, preparing to homogenate
I Teda %}ﬁ?ﬁgc-gq’ﬁ?dm'tumor cells/ml,chosing corresponding recipient mice,
aaypdi vy oteyidktninfoe Mladionndl Zliilear Medlisnh Reodeth) pdrioauilationl Dddzliminating
nil of tumor cell suspension, randomization, giving therapy according to
P B B B 2 roup tumor
gfien@nvedis iand conpparingepititicontrbbgikbadopcatculatingimblilition
IV ﬂgsgg all the procedure should be performed strictly under sterilized
conéition, results are shown in table 1-4 Inhibition test on
anitakd-eralhspRidietLthiamd 0 Sael esomice3édlem d&réindMa iodeeh ddstgswigddle dosage,
low dgRgeqarginaMa. methods are the same as above, and the results are
shown in table 5-10. note: "***"represents P<0.01; "*Vrepresents P<0.05;
W repreEatsab 4ipqticn0 Tablef orped Zpunithe difebighdstastinvidaiedosage, low dosage
respe@gcgjg,psition on xenogeneic graft mice models of human gastric cancer
cell line MKN via po sample dosage administration mice number weight
V. AYHEHEgHRAPTDItion ratio group mli/kg mI/M' regimen beginning end
beginqingdepL1¥3dIH X(Aisd o linventedeauRasition:@enie PeXQ8skaRe, attenuation
17.617.10.3170Q. 12 77. 83*** invented composition 12. 5 37.5 po X .
and G ET AUP™ PI B0 91 DA BB i P Bt R g ion: Studying on
strendBeRmP oI gekibrhck 7t diod dnll20232 pab8 ippeiiveicontral 30rg/Rg HBml/kg pox10
. ctyclophosphamide ipx7qd 6 6 17.7 16.6 0.170.15 88.11*** negative
feeNOntrol solvent poxlogd 12 12 17. 5 19.9 1. 430. 24 10 tab let. Therapeutic
VI Ceffecks test of invented composition on xenogeneic graft mice models of
yn arslo%smcso;ap/ﬁgﬁ%ll line MKN via peritoneal injection sample
osage admiiistration mice number weight tumor weight inhibition ratio
gooitipervtiggroniiMi2 Cegintembdginimireg sendsiedinnimgsendixs BBithS control, it should
choolsre“é?cqg%go &@88%'&'5%&%7’ Q_OIrR)g)Ip,gl% 9rc§erl[§'S%%Zﬁtﬁtghl%ggﬁti%g 809 'ezéllc *t’g;t.
Invéented composition 5 15 |progd 66 18.518.4 0. 530. 12 58. 5G***
VI Tasy¥hitedteompodeidn 2. 5 7. 5 ipxlogd 6 6 18.2 18.6 0. 900. 26 26.69
1 Elﬁgﬁﬁh{ggamg AQeagika.gyclophosphamide ipx7qd 6 6 18.0 17. 9
0.140.05 89. 06*** 20 negative control solvent ipxlogd 12 12 18. 1 20. 1
Test qn 28U 2B RCAAR BT ek B arRsetcedceTipll b dERObinb BeRmi v cancer cell

line SEROURNRICBATMICE c@ﬁ%l&%aﬁ‘fn@ WIRRINEh CAREERiFEN NG 1@t o¥Ia P chosing
sample dosage administration mice number weight tumor weight inhibition

correpgapRsliRg ERTEPITNIIRIF BT FBYRASEF AR MR R h BEYiRFRG WA g ppculation 0.05

ml of tumor cell suspension, randomization, giving therapy according to the administration regimen next day,
dissecting each test group tumor after 2 weeks and comparing with control group, calculating inhibition ratio,
all the procedure should be performed strictly under sterilized condition, results are shown in table 1-4
Inhibition test on animal-transplanted tumor such as mice colon carcinoma C26 and Lewis lung carcinoma,
methods are the same as above, and the results are shown in table 5-10.

note:  “**kx’represents P<0.01; “#*¥’represents P<0.05; “¥’represents P<0. 1,
Tablel. Therapeutic effects test of invented composition on xenogeneic graft mice models of human gastric

cancer cell line MKN via po

sample dosage administration mice number weight tumor weight  inhibition ratio

group ml/kg ml/M regimen beginning end beginning end x+SD %
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invented composition 25 75 poxlogd 6 6 17.4 17. 9 1. 130. 22 49. 33***

30 invented composition 12. 5 37. 5 poX10gd 6 6 17. 7 18. 0 1.480.30 33.

63** invented composition 6.25 18.75 poxlOgd 6 6 17. 5 17. 9 1. 650. 20

26. 00 positive control 30mg/kg cyclophosphamide ipx7qd 6 6 17.6 17. 0
. 0.250.14 88. 79*** pegative control solvent pox| g? 12 7.519.4
mverﬁegﬁﬁ@fsg*g "7 b ?gefaf‘h%?gpeutﬁ: effectgD tes]’?o inve%rﬁe% 80%1%5%%&?% 7. 8w
inverodl xempgaiveic grafi micg models of lumén liver 1Gancer cell tirle QG Y2via. 86+
. eritoneal.injectiqn ple age adminjstratign mi um ight
mveFﬁer%(C)?m 8lséhtn iﬁ%?bit?c?r’sl‘%rz:ti%oxgrg%p ml/kg m /MZE} ?Fe%gime?r? gegin%?ééﬁgrl?d 21.68
positbyegimnirlg en®&/k3D invented composition 10 30 ipxlogd 6 6 17. 3 18. 1
cycloptdsiafgad8: 76 invented composition 5 15 ipxflpgd 6 §17.2 38 70Ls g e

70. 23 31. 84** 10 invented composition 2. 5 7. 5 ipxlogd 6 6 16.8 18.4 1.

nega@@oR40P0. 40 spbsitive contrsP30mdg/kg cyblophosphdmideipx7qP696 17.43+0. 24

Q17.6 0.220.08 89, 05*** negative control solvent ipxlogd 12 12 17, 3 19.

5 2.010.33 15 tables. Therapeutic effects test of invented composition on

mice C26 colon solid tumor via po sample dosage administration mice
tab1B%! mﬂ@Fa‘ﬁ@Mﬁ% AUWRightiRh '&JH@&(@JI&M&B&H&V@M iYle £REMRSPhuman gastric
beginning end beginning end x+ SD 20 invented composition 25 75
poxlogd 10 10 21.2 243mFef cggpneM KRS vigrperiopeabifieidbmposition 12. 5
37.5p0X10gd-109 425 0.-36-30-2** _invented-composition-6.25
18.75 poxl0gd 10 10 21. 3 25. 7 2.240. 25 8. 6 positive control SQm%/k
sampde oyiSHtiosphaide Sk 18 F0™10% 22. ¥ (7220.06 91" G2%eHen
groupegativig;controlsgivent paxiegd 20 BO:21i3526n2 24505130 t@able6t SD %

Therapeutic effects test of invented composition on mice C-26 colon solid

tumor via peritoneal injection sample dosage administration mice number
invennedightosition wedghtdnhibisiotm datio 6grou ml/kg sn¥/ M2 regimer2iegirningo. 47k«
. nd beginning end x+ SD 35,8 invepted composition 0 ipxl 3) 10
mvergﬁﬁfjfjcflﬁg(?simf 360. 20 498 i invgnted 6E:)ompggé'igonilg %5 ipglggi 1 1058' POk
inve@@d 802PBitor/00.37737. 98%tOinverited compositioh 2.&67. 5 {pRIBYd260 26. 69
posiﬁlvg 204.23.42. g&@.ﬁ? 21.92 positive control 30mg/kg 5

cyclophosphamide ipx7qd 10 10 20.2 21.0 0.220.06 91. 90***
cyclophosphamide ipx7qd 6 6 18.0 17.9 0. 144£0.05  89. 06%kk

1gnhibition ratio

negative control solvent ipx10qd 12 12 18.1 20.1 1. 28+0. 26

table3. Therapeutic effects test of invented composition on xenogeneic graft mice models of human liver

cancer cell line QGY via po

sample dosage administration mice number weight tumor weight inhibition ratio

group ml/kg ml /M’ regimen beginning end beginning end x+SD %

invented composition 25 75 poxl0gqd 6 6 17.4 17.9 1.13%0.22 49, 33%kkx

invented composition 12.5 37.5 poX10qd 6 6 17.7 18.0 1.48+0. 30 33. 63%k
invented composition 6.25 18.75 pox10qd 6 6 17.5 17.9 1.65+0. 20 26. 00
positive control 30mg/kg

cyclophosphamide ipx7qd 6 6 17.6  17.0 0.25+0. 14 88. 79wtk
negative control solvent pox10qd 12 12 17.5 19.4 2.23+40. 31
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negative control solvent ipxlogd 20 20 20.4 24.8 2.750.45 table7.
Therapeutic effects test of invented composition on mice C-26 colon
carcinoma (pedis inoculation) via po 10 sample dosage administration
mice number weight tumor weight inhibition ratio group ml/kg ml/M2
regimen beginning end beginning end x+ SD invented composition 25 75
poxlogd 10 10 19. 3 21. 0 0. 410.07 54. 95*** 15 invented composition
tab 1. 5TRZrapepiét@ge a0 dGnicht&l Edmﬁoﬂtﬁﬁ((hﬂ.ﬂeﬁ%eﬁﬁﬁé’g’fdflvﬁbﬂad)dels of human liver
composition 6.25 18.75 I{ggg(éolgpne%p%] 3,1% :eLr1 2. pO 15 23. 08
positive control 30mgﬁ<g cyc amide |px%énﬁ) 10 19. 1 20.4

mmmmm%&ww—
samp?eglo 1(%5&1% tablea%in nq%{%g’%o%%legé%%%(@s‘t of,| Iq ﬁp ted COC@HB?%IIQ 1nh1b1t10n ratio

mice C-26 colon carcinoma (pedis moculatlon) via peritoneal injec |on
grougample dosdge adrﬁmstraﬂmemlce nbﬁﬂb@ﬂ%e@gﬁt tbﬁﬂrjmwg@hﬂlnmtﬁﬁ& %

~ invented composition 10 30|pxlogd 1010 19.0 21. 7 0. 420. 06 56. 48**
invenisdentaeithposdion’s 150pegd 10610 18.9 21.470% 589).111 39)330+#0 3018. 764+

1nveﬂﬁu%em§%ﬂp0§|tlon52 542 pxlogd 10 10618. 122. 38.7750. 20822328 31, 84
positive control 30mgéég cyclophosphamide gx?qd 101018.720.0
a

invepfefggmp B o 5P tiveedlitrol sBivent ipxlogd-2o 28 #8.8l28+p- 24 20.40
posu{}&@;ﬁgow 9 tablg@ngflagrapeutlc effects test of invented composition on

mice Lewis lung solid tumor via po sample dosa e administration mice
cyclaphasRMideight tumor weidhf fiShibitiofi ratio® 5 grdup nifk§ miimMZHedimef?- 0%
negatd@giomiiog endsbeginning endhx19,3D invented composition25 7Hpexlagd1+0. 33

109 18.419.4 1. 510. 90 40. 08*** invented composition 12. 5 37. 5 po X

10gd 10 10 18. 7 20.0 1. 720. 38 31. 75** invented composition 6.25

18.75 poxI0gd 10 10 18.5 20.8 1 920.27 23. 81 10 positive control

30m cIo e.p d 101018.819..3 49***
oo R S e S T S e i vi o
ﬂmapaﬂreﬁemmmedmmmﬁmmm
samplAMOT i peritonea; iniection sam e'%u%aage administration Mice AUMBEL:ion ratio

weight tumor welght inhibition ratio group ml/kg mi/M2 regimen beginning
groupnd begirthing end%+ SDea0inventde eomipesition 1680 ipxlott 10 16D %
18.319.91.180. 27 44, 86*** invented composition 5 15 ipxlogd 10 10

18.320.4 1. 410. 43 34. 11**
invented composition 25 75 pox10gqd 10 10 21.2 24.7 1.3840.22  43.67%kk

invented composition 12.5 37.5 poX10qd 10 9 21.4 25.2 1. 7140. 36 30. 2%
invented composition 6.25 18.75 pox10qd 10 10 21.3 25.7  2.24+40.25 8.6

positive control 30mg/kg
cyclophosphamide ipx7qd 10 10 21.3 22.6 0. 22+0. 06 91. 02tk
negative control solvent pox10qd 20 20 21.3 26.2 2. 45+0. 57

table6. Therapeutic effects test of invented composition on mice C-26 colon solid tumor via peritoneal

injection
sample dosage administration mice number weight tumor weight inhibition ratio
group ml/kg  ml/M regimen beginning end beginning end x+SD %
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invented composition 2. 5 7. 5 ipxlogd 10 10 18. 5 20. 7 1. 570. 53 26. 64

positive control 30mg/kg 25 cyclophosphamide ipx7qd 10 10 18. 3 19.4

0.250.07 88. 32*** negative control solvent ipxlogd 20 20 18.6 22. 7 2.

140. 27 Through vivo anti- tumor therapeutic effect study, it demonstrates
el he Tradiional Glinese Megiing 30 Gompositan gf the inyeption hag, .,

a reiatively figh tumar inhibitioh rate when used at a high dosage o
inverGhathikgopioxn G and1b0milkglipx | O th xdnogeneic graft mice Mmedals of 37. 98:x
. human gastric.cancer.cell li KN,, the average inI%' ition rate, is 79.75%
mverzlatﬁ(éC§f§)3%)0?e2$§egﬁv5ely,l\9vn%%is 2.155 tim@s/: h% 'ért kz;)r% the %t\EZeT%O?% 2192
posityevenfrrént regdllatzdiz(30%), middle dosage 12.Smllkgpox 10 and Smilkg
cyc1o:&%%!%h%l§1%ehave a mOdere}o%%Hénor inpibitjgn ratg, the averags OIDIION o) go.

ate 1s 53.89% and 58.80% respectively.For other animal-transplanted 35
negatiyarroniseich assebtent carcinowal @6 and LeWis luify carcifbaz4. 8 2. 75+0. 45

Xenogeneic grait mice models of human 10 liver cancer celline QGY,

high dosage of invented composition via po or ip both have a moderate
tablanti-Thengpeeffedic @ftemntmvedfett ofipsititoneahing€:lie noisrhettérdinapth@tnoculation)

of po. Main pharmacodynamics stud}]/iash(())ws that the invented Traditional

Chinese Medicine composition has obvious eliminating pathogen

—fomctions— 52 Strengthenngbody Tesistarce furctiom study 1) tmftoerce

sanp@F INvented Traditional, chinese, Mediging.comrasitian on PHRAYALYIRSIS innibition ratio

function of macrophages exists in the Kunming mice abdominal cavities:
grouRandonly/Hividing nale kahraing mites intonseverabgroups todmicetedth %

day.Peritoneal injection 1.5 ml of 0.5 % aminopeptodrate for each group of

P
inverise GRBPRFIEPRNe last 10 adfffitietration Of cofipositioh? theh @4 Rotdg0dter, 24 95%+*

inverR&I ORSRIdBIECHON B2 Ml @f ehigken red bloed cells. suspension @448, 11 39. 56%+*
concentration of 1x106/m1,40 minutes later, washing and collecting mice

invepiedicomBatifiehd- with! prysiisgidsalint® cen{ﬂfugathgd,lc&?eétind)'c pO- 15 23.08
positBedineits and makigrgeinto smear, mehanol fixation, Giemsa staining,

mounting. Counting 100 macrophages using immersion gbjective
cycleeiRtigYhe number of IE&ophagé’hat p%%)agoc;}tglzéd Shitked rddbBod™d- 124+
negat@llsoame counttngetatal numbenwfqahagocytized chicken 1% sedbloodo. 910. 18

cells. Calculating phagocytosis percentage and phagocytosis index

according to following formula, and the results are shown in table 11. 20

The Number of macrophage that phagocytized chicken RBC amomg 100
tablg@cﬁgrga&?g eﬁgggt%(s;[ytp 3 IVSeIEtg %errrllta Sion ?)(n]fr(?loe @96@0611(9 rggrg%gr%g (tI?etﬁls inoculation)

number O p agocytlzeg chicken R among 100 macroplhages:

phagocytosis index 100 macrophagéo@8haiskekinfluence of invented

.. I s funct E I ists in f

Kunming mice abdominal cavities sample dosage administration mice

Samphﬂmbeﬂiﬂ@agocyﬂﬁ@i@ﬁéﬂ"@éma@é%lﬁa@j@éytosi’é@1ﬁhl’éx tumor weight inhibition ratio

group ml/kg  ml/M regimen beginning end beginning end x+SD %

invented composition 10 30 ipx10qd 10 10 19.0 21.7 0.42+0. 06 56. 48kkx
invented composition 5 15 ipx10gqd 10 10 18.9 21.4 0.5840. 11  39. 90k
invented composition 2.5 7.5 ipx10qd 10 10 18.7 22.3 0.75+0.20 22.28
positive control 30mg/kg

cyclophosphamide ipx7qd 10 10 18.7 20.0 0.1840. 06 81. 35k
negative control solvent ipx10qd 20 20 18.8 23.1 0.965+0. 18
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30 group ml/kg regimen xSD% composition12.5poxI0gd1038. 46.

48**0.770.06*** controlsolventpoXlOgd1026.77.320.530.08

composition12. 5poxI0gd1039. 65. 10**0.580.05***

35controlsolventpoxl0gd1029.24.60.330.07 11 2) Influence of invented

Traditional Chinese Medicine composition on NK cell activity of the Lewis

lung carcinoma bearing mice: hypodermic inoculating 1x106 Lewis lung

caubleo Maeptususfiensionsfon GEdBuipGitightpadisLeedi mansd & Dyrbo? bia po

and 3.125mllkg pox7qgd was implemented on the following day with

invented composition after all administration was finished, killing all the
sampigice, takiageout spteemiandie@kherdténgue@een celightmakingnintee¢ffectonhibition ratio
sroufEIIS alyg gonceniigtion ol xdotml wising.gutyred Xacid, els ps teiogs

cells, concentration is 1x106/m| taking out these two cells 100ul

respectivety and addinginto 96 welt ptate, adding 1. 75x104Bg/wettof

inventda LR,AAELEUItrings for 24 hgurs, gollecting cells, As$qying cpmy Y@lye ofo. ogs
each 10 well with Liquid Scintillation Counters and calculating the obvious

inveriifepainea tssiween test grodgSHnd! onttdl groufs(shdwh in thbietd)38 31 7%
mveﬂl@@i%réh%iﬂlf&%%e Qg "fB/eB&Q@'oﬁ@mRQS't@n on NKgellagtivity afganger 23. g1
bearing mice 15sampledosageadministrationCPM value
PosityEA9BWkgregimB&X&D invented composition12.5poxI0qd4213728*
cycldpphesligomposition6.25pexl0qd346835™ 20igventeds  0.29+0. 07 88, 49w+
composmonB 125poxIqu4306663** controlpoxlogd5996908 invented
negaly K EEion 12 Bp6Xiogd3628881 % hventéd 0 18.5 22.0
cormposttone—2bpodegd34b0908+ 2oinvornted—————————
composition3.125poxlogd37261141** controlpoxlogd4938871 The
invented Traditional Chinese Medicine composition can obviously
talnltamoetpe phdafosytasisifvactionsnefsmacso phiagesvin ithe svlideumor via peritoneal
abdominal cavities; at the same tlmehlt fan enhance NK cell activity of
Lewis 30 lung carcinoma bearing mide to Some extent. 3. Synergistic

-eﬁmtstudy-Hypodeanm-S-tSﬁ-samomasﬂmogemate-on—
sampiRUNMING mice armpity dividing, mice into different, groups {L%Xwa}’ghsto'er)ﬁlbmon ratio

used group: t e mvented Traditional Chinese Medicine composition, 25.0
group2 5, 12 6!26ml/ky PbxI0; @embmely llieechg)r@mpn% @gllzﬂsl%e?@mllkg SD %

2. 52+0. 61

dlssectlng tumors measurlng average tumor Welght of each grou and

mVelﬁ%G@FﬁEﬁ?@%‘!an@aré‘bewaﬁW comparing fest gfodp WitH contrdfftotip 44. 86+

inverRQALGRIIRSINFUMpEY inbiligion rate,o and e regulis demonsiratadhal 34, 1 1
high dosage of invented Traditional Chinese Medicine composition, 5

invepsAomeRriiftthiiow dosadebityclophosphiamidel®prodités cettaiffl- °3  26. 64

positBYNeRgism effegimonothe treatment of S180 sarcomas(shown in tablel3).
Tablel3. Therapeutlc effects of the mvented com[i)osition combined with

cyclo&;efab% E)hamlde on S}gé qd 8.3 19.4 0. 2540. 07 88. 32k

negative control solvent ipx10qd 20 20 18.6 22.7 2. 14+0. 27

Through vivo anti- tumor therapeutic effect study, it demonstrates that the Traditional Chinese Medicine
composition of the invention has a relatively high tumor inhibition rate when used at a high dosage of
25ml/kg pox10 and 10ml/kg ipx10 on xenogeneic graft mice models of human gastric cancer cell line MKN,
the average inhibition rate is 79.75% and 81.54% respectively, which is 2.7 times higher than the level of
goverment regulation(30%), middle dosage 12.5ml/kgpox 10 and Sml/kg ipx10 also have a moderate tumor
inhibition rate, the average inhibition rate is 53.89% and 58.80% respectively.For other animal-transplanted

tumor such as colon carcinoma C-26 and Lewis lung carcinoma, xenogeneic graft mice models of human
10
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10 sample dosage group ml/kg invented composition 25.0 invented
composition 12.5 15 invented composition 6.25 invented composition 25.0
CTX 15.0mg/kg invented composition 12.5 20 CTX 15.0mg/kg invented
composition 6.25 CTX 15.0mg/kg 25 30 CTX 15.0mg/kg CTX 30.0mg/kg

control s ent(giqjgtrggglvent adémnlstr tion tumor weight %p inhibj

ti
liver ceaélcr%relg]e)( L ia§6 g *Com&xls&}l_o%dé?ﬁ B*l;gtfl gave a moderate
anti-(oxi 02e5 O2¥BOh Sattédt Pd xd0n88 GudL #dn 10bEHEp XA ISH Of4H058LA 6 Hifamoiodynamics

X711, Eajdfo 2440 P J% x71.710.254 ok o
s S% B4 T e&ﬁé rﬁ%& gy 8[‘)4?8 %foi%em%f’émauéa DRetion Sigye pahosen
funct(byslophosphamlde 100mg/kg ipx2 was given to F1 mice, then randomly

7 St rgl¥{9£%érﬁ8d§hJ§%taqgé%ﬁ& ArQURS: treated with 25. 0,12. 5,6. 25m1/kg

poxl0gd of the invented Traditional Chinese Medicine composition,
1 hé@qug Whitechisbd wdilerilemhfense dedydicgetingrvéiaygenumsesyag function of

macr§£@1£&§ngﬁists in the Kunming mice abdominal cavities: Randomly dividing male Kunming mice into
several groups, 10 mice each group. Giving composition via po for consecutive 10 days, once each
day.Peritoneal injection 1.5 ml of 0.5% aminopeptodrate for each group of mouse after the last
administration of composition, then 24 hours later, peritoneal injection 0.2 ml of chicken red blood cells
suspension at a concentration of 1x10%/ml,40 minutes later, washing and collecting mice peritoneal fluid
with physiologic saline, centrifugated, collecting cell sediments and making into smear, mehanol fixation,
Giemsa staining, mounting. Counting 100 macrophages using immersion objective, Counting the number of
macrophage that phagocytized chicken red blood cells and counting total number of phagocytized chicken
red blood cells. Calculating phagocytosis percentage and phagocytosis index according to following formula,

and the results are shown in table 11.

The Number of macrophage that phagocytized chicken RBC amomg 100 macrophages

phagocytosis percentage =——— X100%
100 macrophages

total number of phagocytized chicken RBC among 100 macrophages

phagocytosis index = ——

100 macrophage

Tablel1 Influence of invented composition on phagocytosis function of macrophages exists in the

Kunming mice abdominal cavities

sample dosage administration mice number phagocytosis percentage phagocytosis index

group ml/kg regimen x+SD%
composition 12.5 pox10qd 10 38. 4+6. 48k 0. 77+0. 063k
control solvent poX10qd 10 26. 7£7. 32 0. 53%0. 08
composition 12.5  pox10qd 10 39. 6+5. 10k 0. 58+0. 05k

control solvent  pox10qd 10 29.244.6 0. 33%0. 07
11
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percentage of each timepoint, it 13 shows that the invented composition

has no significant functions of rising WBC, at the same time, it also has

no effects of enhancing WBC inhibition(shown in tablel4). Tablel4.

Attenuation function of the invented composition on WBC inhibition

caused by 5cyclophosphamide sampledosageadministrationWBC

percentage groupml/kgregimenOd3d6d9d12d15d 10invented
2 5RBRSSLNES QRO O0ER 4021208 8 0 OO ot o e ews
carcigompositigmd 2 SpoxiBgdt00851844. PEIDABAYISIO® arcinoma cell suspensions on C57BL/6
right géYse ??tgl%)grpgpg‘ \Q)OZQSE’ zir:{'(f' g'l%g%ﬁ( 9{)(%97%#5 w]asr’l%&%tm%)é?‘eﬁ‘&{% F&lf()‘\g&lg day with invented

nti-tumor cell proliferation test of the invented Traditional Chinese
comporéigfiei réteorh pasitidirtioT exte diddshrys Kilbunténbpotsacizking eentelisingnd collecting

spleeg éﬁg ,%eﬁ{lﬂ Q %Q@f@ecﬁ)@ %'llEgp;p %@Jé\éﬁa‘ﬁb%tt}f) d?x gﬁﬁﬂ) I}{gggi Quﬂll?eg l’MM [(Fj cells as target

medium containing fetal bovine serum, preparing each time when used.
cells|p@etnsptiging HiihaH luigitanedheemmestal Otrlireaecisbicrd addiamipingo well plate,

addir&eil."}mm@\%g%fsl@fﬁf@é&ﬁ%m @(trslh%B%%dm%%&i&qguﬁgl&fﬁyvalue of each
e

[1l.Main experiment steps 1.Seeding tumor cells into culture bottle, 130
well ey dagttdypitredasrp depentess Bﬁ\?‘icfﬁ?@ﬂ?ﬂﬁgd%%ﬁ‘?ﬁ%égﬁée%lﬁween test groups and
contr3l ARG WILIFRMEediymM containing specified dosage of tested

composition and control drug 30 respectively. 4. Counting the number of

cells in different group within in defined time. V. Specification of index
and dime Qhsending inkilidn matsiaiiffernentidasage CRmpaIEemOMice

tumor cells and drug concentration on inhibiting concentration (IC50) ,

observing time is 4 days. 35 V.Dosage setting 14 Five dosage, they are

0.5%:@75,5.5,13.75|&Amghmlineispectively. VIPAdaimistration manner

Com ggition IS add%qg'pto cuItL{ree 1rIrI}G(}-:‘dium and usgg%gculture cells

dire y.pVII.ControIs (%nosing canelim capsule as control, ground into

powder-and-sterited; dissotved-intomedium-and—centrifugated, divided

il 3 b3 i 1oMYAMI fiye dpsage, adminjsiration manner is the
same as above.

invented composition  6.25 pox10qd 37464835 k%
invented composition 3.125  pox10qd 43064663 <k
control pox10qd 59964908

invented composition 12.5 pox10qd 36284551 k%
invented composition 6.25 pox10qd 31504908 s
invented composition 3.125 pox10qd 37261141 *x
control pox10qd 49384871

The invented Traditional Chinese Medicine composition can obviously enhance the phagocytosis functions
of macrophages in the mice abdominal cavities; at the same time, it can enhance NK cell activity of Lewis

lung carcinoma bearing mice to some extent.

3.Synergistic effect study
Hypodermic inoculating S180 sarcomas homogenate on Kunming mice armpit, dividing mice into different

groups next day, solely used group: the invented Traditional Chinese Medicine composition, 25.0. 12.5.
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VM Results: The invented composition can inhibit human tumor cells Hela
and Al proliferation in a manner of dosage dependence, while the tumor
cells in the group without adding the invented composition can proliferate
10 infinitely, entering exponential phase of growth, half inhibiting

centration ftest roup an ntrgl gr e sho |nt lel
625'?9% I@al?o IBting <o ceﬁt%agil%n 8f%he8 ?ng\fréﬁg‘% V# PUsitiohEa gfyclophosphamide
1px7pamlabrmaﬁa]pm¢kmlammmi@srecmggmwth (iﬁésmmg%@:ﬂage?,)lﬁeﬂ fimenvenigd group and

mg/m Canellm sule (m /m la4. 06
culed ki S ﬂig éel%ﬂ) Fh po%l .o‘)r%rHle rﬂ1agltlon eﬁF et Jf“m(’r nhibition rate,

and itrgesuiliudethdngmen ttumioglcelésade elf, ivigntbd T raGtipmibtimgese Med1cme composition,
comb%’&lcglq{lr%& %(Q goo)f : y?lglﬁ%sgh?rm&/ r% oa-uc§ %é%rgplyne@%}ﬂt%f@égcgg ttl% {reatment of
of the invented radltlona Chinese Medicine composition | Tested drugs
S180syepafetiom laltdletBdosage: Ind containing 0.55g of crude drug. 20 2.
Preparative methods: stock solution was diluted to demanding
concentration with sterile purified water. 3.Solvent: sterile purified water

Waklsihaheransatis ckestralnke Micated GppRettisy eximaddowitteycionkasgimapide on Siso
institute_of pharmaceutical industry 25 2 Weight: 20lg 6 7weeks old

3.Mice number:20 mice each group(10 male mice and 10 female mice)

1. Test MBthods 1. Adniitid&ation MAHASH ) 2 DosdyBgriuis™ draupsinhibition
calculatiogprsipit mi/kg. 30 gi¥@lume:0.5miparmouse. 4.Splvent: sterile  rate %
purified water 5.Mice abnormal reactions: Mice immediately appear

abdomen intense contraction, body stretching and 15 twist, rebound, short

of breatbytaetnipicrichoveaction retardation, hair loosenesss death 61.73%%*
appears 1 hour after admipijstration, deat climax ap hours after y
admlnls‘fraei?on IRV uarlqniséS se dies @ %ys after crrﬁ mfration (show %"
in tablel6)edissgetingdeag2nice, only meséntery corgestiary, lots of drugp.87:*
residues in _abdominal cavities can be observed by naked eyes.

Observing for 3 weeks, calculating LD50 with Bliss 5 method. 6.Results

Ipx| Lb&0tef ¢theposémted Zhraditional Chinége Medicife&dmposition is  71.70%**
showndpstablel6. It ge(gn /rl%trates that LBgo of the invented Traditional
Chinese Medicine composition on Kunming mice has no significant 10
differeneetddewwetitivralel 2Ad female mieex(0>0.05) (S&&fathlel7) . 50.16%#*
Tablelgpgnimal degifydisiribution of acyte-foxicity of the invented

composition via ip sex dosage mice number death distribution (date)

death%eﬂgg@p(gglon 6.25 pox10 1.84+0.24 40.84%**
CTX 15.0mg/kg ipx7
CTX 15. Omg/kg ipx7 1. 71%0. 25 45, 02k
CTX 30. Omg/kg ipx7 0.49+0. 12 84. 245k%k%
control solvent pox10 3. 1040. 46
control solvent pox10

4. Attenuation function study

Cyclophosphamide 100mg/kg ipx2 was given to F1 mice, then randomly divided into three
different groups, treated with 25.0.12.5.6.25ml/kg pox10qd of the invented Traditional Chinese
Medicine composition, counting white blood cells every four days, getting average number and standard

deviation, setting the WBC number of 0 day as 100%, calculating WBC percentage of each timepoint, it
13



15 confidence limit) mi/kg 123456 7.....21 % ml/kg 25109100000
100 201053000008020 male 16 10210100040 16.7 (15. 2-18.
36) 12.81001000001010.241000000000252510100000
00100 2010520000070 female 16 1031000004017.08

showglgiﬁié]@{/gq)ed]ézfr? (:)I'sg)ign 29 1?02'0 9fiE:,La(1)1t 9%’[‘11 I}SO opriosilcl) %8 Qlt(t)hg) gar-lr-lggée, it also has
e17: AcUtEToXICY RSt Testitd otahe hverted Compokition on ' mice via ip

no ef&dmiristhabion: SERC D6iDitidaGHdm8mmlkg4i95 Yo confidence limit) 35 male
16.7 (15.2-18.36) 12.27 (10.34-14.56) 22.71 (19.12-26.97) 16 female
17.08 (15. 47-18. 86) 12.19 (10. 17-14. 62) 23.91 (19.87-28.77) male and
Tebivdle AG:89({db{7idd. 00hd 2V28t{d ConPotBIEEINAB B2 1 (RDIE6-QE 46D

5 cyel Oghg%rﬂ%llﬁpn _Acu_te toxicity LD50 of_ the_ invented composition on mice via

ip administration is 16.89m1/kg, which is equal to 9.29g/kg of crude drug.
Appficatiomexamptet-Summary of ctinicat traitof the mverntedtomposition
on the freatment of 1Q primary; hepatic garcinoRaapd gaspic cancer
Object and method | . Choice of eligible tested object 1. Chinese
medidiff¥isyndrome @é&gnosis &astbm of Sthgnittion®df potsbn 13Gastric
cavity full_hard lump, Stabhing pain, loss of appetite_fatigue vomit,
haematemesis,hemafecia, dark , dark red, purple, cyanochroia or

10 eI Rastine FPtBngue RVFIEDr yelloWloatkt tdrfue/extédatéd?’
defprdasthingendh pulss. 2.Westanyaedicahdingesis aritericn;s Pemaryo.s
hepatic carcinoma 20 Zlg pathologic diagnosis gl)Liver histological
eXATNAGORASFEEd ©hBe primPRA8PaLic cal¥inoa (JfAistdtdgie>! 1033
examifnation of extra-hepatic tissu@dqaroved tadoe psimany Bepafic 594 926
carcinoma 2) Clinical diagnosis (1) If there is no other evidence of hepatic
carcinoma, AFP positive by convection method check or AFP

15
Test example2 In vitro anti-tumor cell proliferation test of the invented Traditional Chinese
Medicine composition
I . Tested drugs
1.Content potency: 1ml containing 0.55¢g of crude drug.
20 2. Preparative methods: dissolved in the culture medium containing fetal bovine serum, preparing each
time when used.
I .Cell strains
Human lung cancer cell line(Al).
Human cervical carcinoma cell line(Hela).
25 Source: cell bank of Shanghai Institute of Cell Biology.
III.Main experiment steps
1.Seeding tumor cells into culture bottle, 130 thousand unit each bottle.
2.Dividing into different dosage groups
3.Adding culture medium containing specified dosage of tested composition and control drug
30  respectively.
4. Counting the number of cells in different group within in defined time.
IV. Specification of index and time
Observing inhibition rate of different dosage composition on tumor cells and drug concentration on
inhibiting concentration (IC50) , observing time is 4 days.

35 V .Dosage setting
14
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25 ~-400ng/ml by radioimmunity method check, and persistent more than
4 weeks, excluding pregnancy, reactive hepatopathy, gonadal embryonal
tumor and metastatic hepatic carcinoma. (2) Have or have no clinical
manifestation, B ultrasonic check and CT examination show definite
intr hepa aren 0, lesion, excludlng hemangiomas
Ibnfleflv(esra%erifﬁ rﬁ afast%tg r%%gpgf (3:o7carcm i SIS S one of the followings:
\HOKHAEBtrafzﬁﬁmgimf or obviously high Y -GT. 0 Imageological
@anggtsltatlon |caI@r|ma he tﬁ(s:e a[.(I;CCIu on acen(s) J\I dpﬁalundlce but
o%v?ous d{'ﬁﬁbrp bvious me astasis In distant area,
‘Bﬂ@codyoascites or flndlng cancer cells in the ascites. (c) Definite cirrhosis
Sh ves R henatiis aer BosiiNE. 3 AClINCalHRAR SHIENRN Aldil\Ra
definite symptoms and signs of hepatic carcinoma, CT B ultrasonic
centréesihdilotedimds Osinbfe3nt &3 msizg fesslabran. Bémnipiaigildnayraiptchs,same as above.
@red.ganeral condition, exceeds criterion of stage |, while there is no
evidence of stage Ill: any one of obvious cachexia, jaundice, ascites or

The igygpaideioatnestHetaaedahibs wastricearetHo hirke @ MbRiRIdP ISty Sianner of dosage

depeRYTRIGMIHNASYMPIQN & BEUIBE PSR MAle BN ERERSLIRERMIRK L Biferate
unknown reasons, pain, progressing anemia and emaciation, or regularity

mﬁn’é?%l&’é‘Ffé‘P?a%@%‘EfnR?égfﬁfe Sppetieé:; %‘HﬂWH’éﬂfﬁﬁ‘[‘é‘?ﬂ%@Wl‘F@M&%?&d @oytrol group
are s@RiERIEASt tenderness or lump palpable, at advantaged stage,
superﬁmal lymphadenectasis can be 10 palpable, hard, ascites, anemia

Tablq by b P B BISBHItLE: qé&edv&&iﬁfﬁma‘%g%e%&%ﬂfélwgﬁw& fgytumor cell growth
consecutive 3 days. (4) Gastrlgcﬂ;wd analpsisi-gastric f|UId decrease or

hypchigrt ¥a|a (5) Upper gastrointestinal opa mc jon eristalsis,

destroy 8t ¥stric mucos|, CHARGIHY DR GLEHC " tV|rqt| @?5%@%1“‘5%0%/“11)

or retardaaenﬁ)n) abnormality of gastricos@ntur, niche sign of irreguas+259

-----

margin and filting defect[(6) Gastric_endoscope examination: tumor or
large wre‘éblar ulcer can be visible. (27]12@%8llatlve cytometer exarrﬁr?}ﬁ'i%)'?i7

THegasthie dltudipiindonc auihtypical eaneesicells. (Bhpeanationupathelagiticla. Al), half
sample, b|o Xﬁ é] erﬁma% %ympt] nodes, endoscope pathologic sample

inhibit1 ong n t
SUlsstafi SBPeinidliEsBge criterion of gastric carcinoma | :

Superfimal carcinoma with no lymph nodes metastaS|s and tumor

Test Ier)](gmalt%dAl utto LeSS h n 1/ lrseelﬁgo{ltgjd'ﬂladw me ‘?X[e 1c1§1u (?IH I((:)Isq ion
carcmoma wit station R eSmetastasis and carcinom
ihfﬂtsm@dtugto muscular layer, exceeded Isector, and T3 tumor without or

ara g\pla@f entlyl eph1 nedes me %%%%f &l F Regardless of tumor

S|ze tumor with stant superficial lymph nodes metasta5|s or with

Zdjapontveleetdgsm pirelotdisipnetastdsisd ordumaehizdyngdokrdidjneahsterile purified
wateSuperficial lymph nodes metastasis, even without lymph nodes

metastasis, but the size of the tumor exceeded 1 sector of muscular layer

ol sestr it isdrrdtsnding tissues.

IT.Animal :mice

1. Kunming mice, supplied by animal center, Shanghai institute of pharmaceutical industry
2 Weight: 20+1g, 6—7weeks old.

3.Mice number:20 mice each group(10 male mice and 10 female mice)

[II. Test Methods

1. Administration manner: ip

2.Dosage group:5 groups, calculation unit ml/kg.

3.Volume: 0.5ml per mouse.

4.Solvent: sterile purified water

5.Mice abnormal reactions: Mice immediately appear abdomen intense contraction, body stretching and
15
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IV: Regardless of tumor size, tumor with distant metastasis or metastasis

of hepatic hilum lymph 30 nodes,para- arteria coeliaca lymph nodes,

paraaortic lymoh nodes, para- arteria colica media lymph nodes or lymph

nodes of root of mesentery. 1. Inclusion criterion (1) Stage |, Il patients
tvvistarreef-7 0ruel ctant t rec i\{}? other tﬁeatments,tg)%rgiclipgtin clinical dtratﬂ

V6 unflarif’yf’“(?g fose patients Who have redeiVed dntictalter
admitherajpy(daltdingatotgleaheroihefap ydaiiériali oanniitad Bbnehesaathedapyafter
amALERRIOI SR Rak BCloe oy SRCILONS(EXCANG PSR widucs n

who re psea a erf surglcalf adical cdrrection), cryoLherapy or |njec¥ﬁ19
abdowitlal alpstts terdic ohsivaébdisiop dner&yyefomgi@r33variontiisuli@hg LD50 with Bliss
methpe>18years (4) Predicted survival time>2months, survival quality

Karnofsky score:~>50 5 2. Excluding Case Criterion (1) Age< 18years (2)

Pregnant or breast-feeding women. (3) Patients with esophageal stenosis,
6.ReR@lypi or tumor; gasLroduodenal ulcer; reactive gastritis, atrophic

gastribs, bile reflux gastribs; bowel obstruction; structural diseases of liver,

Ipx1 dside s inoeEriionebidinepalisARie AR RSB I dicaltierd Aedpiponstrates
that [(%) IO Al SRSIFc.BRUQIRNARQ M&@%Qi@%nﬁﬁ%s%m %Qrﬁﬁgﬁm(!bvlgs no significant

~kidney and hematopoieLic system, immune system severe primary
diffeggpcs deveeyagle gt epatiahts (8YFNose WRO reRheE therapy. 15 (7) Be
considered as those are unsuitable for participating in clinical trail by
researchers. 11. Methaods of clinical trails 1. Trail design: According to

"o iVestiyafionar Net DG ASBIRABSRIINGY, pErfofmitly dRREAr &gt o via P

S
appears 1 hour after

sex PYimary hepalic carcipoma a da%ﬁ‘?“&l??br&’t'?&m&'at%‘? primayy NEPAlic |, (g5
carcinoma cases aré no less than 30°cases, gastric carcinoma cases are

confidentessnibian 30 cases, without setting controls, in order to substantiate its
ami-cancer effects. 2. A mynlgtr%bo& .n?annerze}nd dosagg: The mveqt&g

Traditional Chinese I\}le icine composition, taken orally, twice each Hay,
moxhing and gyening, takegy wjth yvggm wafer, 25 3. Course of freatment: 2
months. 4. Observed items and methods (1) Safety detection: blood,
urirté, faecesldutine check? liver Okiéiney fndtion, ECG are chi#cked
nalcPefpge and after therapy. In clinigal frafls, pbgerve carefully the adversgs 2—1s. 36)
reactions which may be caused by the invented composition, such as
symptdms of @igest, respirafion, cltclaBordndtve and blood 308ystems.
(2) stimationgf therapeutig efficacyyJ)d umog foci: perfonning By
ultrasonic, CT or/and MRI examination before and after treatment.

25 10 10 0 000 00 100
20 10 5 2 0 0 0 0 O 70
female 16 10 310 0 0 0 O 40 17.08 (15.47—18.86)
12.8 10 01 00 0 0O 10
10. 24 10 0 000 0 O0FO 0

Tablel7. Acute toxicity test results of the invented composition on mice via ip administration

sex LD50 LD5 LD95
ml/kg (95 % confidence limit)
male 16.7 (15.2—18.36) 12.27 (10.34—14.56) 22.71 (19.12—26.97)
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a Measurement of tumor foci size: multiply the two perpendicular
maximum diameter. b Multiple tumor foci are measured with sum of all
products of multiplication (refer to product of 35 two perpendicular
maximum diameter). 19 c¢ Diffused nodular tumor should be explained
renspEroUETY. s Recoreing Wi or wipout nofialvein sancer cell emRolem,s o1)
inical symptom ‘observations: a Main symptorris of primary heparic
maleamd gastrie ¢aréinomal 5-Hepatic regian pain7dumpr #3 supetiopheélly, 55—26. 46)
fatigue, emaciation, jaundice and fever. b Main symptoms of stagnation of
poison: Lump below the costal region, discomfortableness and pain, fever,
dry mouth and bitter mouth, dry stool, constipation, body or eyestained
6.cox§llow, dark red, purple or cyanochroia texture of tongue, yellow coated
tongue, astrigent pulse. 10 ¢ Survival quality: Karnofsky grade d Other
Acutesexipitydtion iétisinpmRrd AKPOWIoG T COIYICDA@D8raten iOWsEfkg. which is equal
10 9.398thQds  @bsgpving methods:observing and recording symptoms,
Karnofsky score, tongue and pulse regularly; Laboratory examination
items including blood routine test, bleeding time and clotting time are
App%“e&ﬁﬂﬁﬁl Jéilﬁkmlﬁ?%ﬁléiiﬂﬂa@rt?zﬁleﬁt”ﬁf%tfiﬂ%ﬁiekl”aﬁn%@ﬂfaﬁ @Skhe treatment of
_ faeces routine test, AFP, Y -GT,LDH, liver function and kidney function
primgrx hepaticcareerRhABA %K EARSHy or after treatment; Immunology index,
ECG, heart function, chest X-Ray are checked once four weeks during or
after treatment; the Examination of imageology is carried on once eight
weeks during or aftBEtfEAHHERC the examination can be carried on at any
[ . dine: whenineeded.oBRA Therapeutic efficacy assessment criterions
1 C1.Thera fguIic effi%ac assessment cr'&terio?s of the tupo.r foci:
S e R L o O R RS e SRS Rithined for more
Gasttihaavityhontlard B)RasiabiRenissitrs BRY)ipptiad tizgof, tvwoimBaximikmesis, hemafecia, dark ,

can AMetars Ohtmor minimized mare i 5926, and, MANGAINCA 108 MOIE. cxcnued
thart 1 month. 2 ?5§rtaf)(iey ISease 1@[% pgoa’uc of twb maximum e ’
deep dicasteteest milkémized less than 50%, increased by no more than 25%,
2.We?9%nﬁq%m9§_ c[%[g o than 1 _month. (4) Progression disease (PD) : p_roc_iuct
of two maximum diameters increased by more than 25%. Total remission
Primpgitdei@R+PRIBOT. survival quality assessment criterions: According to
D éﬁg&g 5){1%%%5% criterions, it is compared before and after treatment.
arnofsky score criterions: 100 Normal,no discomfort or sign of disease
(DN Al aktivigy cmileraigncsf diseased o Nearlyrivsrmbirabagssinesttain
(2)%[@%86@&%@@91%@9@5%?|B%ﬂ1e%ﬂd1%%ﬂé%%@9& Q@f'alzabﬁ&%i}si%aﬁfé carcinoma
wor

2) Clinical diagnosis

(1) If there is no other evidence of hepatic carcinoma, AFP positive by convection method check or AFP
=400ng/ml by radioimmunity method check, and persistent more than 4 weeks, excluding pregnancy,
reactive hepatopathy, gonadal embryonal tumor and metastatic hepatic carcinoma.

(2) Have or have no clinical manifestation, B ultrasonic check and CT examination show definite
intrahepatic parenchymatous occupying lesion, excluding hemangiomas of liver and metastatic hepatic
carcinoma., plus any one of the followings:

@ AFP=200ng/ml or obviously high Y -GT.

2 Imageological manifestation of typical primary hepatic carcinoma.

3 No jaundice, but obviously high AKP or v -GT.

(@ Obvious metastasis in distant area, bloody ascites or finding cancer cells in the ascites.
® Definite cirrhosis with type B hepatitis marker positive.

3) Clinical stage criterion
17
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20 Life need help occasionally, but can meet most individual demands
Need many help and medical care Losing living abli ties, need special
help and care Losing living ablities sevely, need treatment in hospital,no 5
60 50 40 death 30 Badly ill, need to be kept in hospital and given

ow rful Su nPportlve treatment 20 In Iba{?reat d%nTgeBr Eeath V. Handllng

R PP Al THA L7 [ B BTG MG el rde.

size ldataainfauting the medical history into computers, constructing database

I 1\%%({1 ﬁrrr% E[)(!rrllN FO9 Softyare di qloakm)ge cgtclz%ttl ?fjntr?g'ttam e Pt aﬂ?e?h vidence of stage
ary of clinical trails, ma Ing of)jec Ve ‘assessmen f
I @nmlﬂ@agetmd@ﬁaoe@@m safity wktighepaentedaiiraiditional Chlnese
Galy!ggég%naloglgmposmon treatment on primary hepatic carcinoma and
gastric carcinoma. Results 15 100 eligible cases, all belong to group

(1) tredied hitbrtradnvemtet composition sotetfcOpshichilccaséd opigrindisyomfort for
NERAYG AR M Br SRS MO ARG AALGRAMS, AAJRRER, DY WESIRMnged, loss of

medicine, while being considered as the symptom of stagnation of poison
| DRSS OB BIBRC e Se BITRESiRt sex construction male female total

2) E’ﬂgma@ﬁ&@ﬂ@ﬂ@eﬁﬁg&qm@%ﬁlﬁaﬂé %%M%%%E‘&'@Qg@%&@éﬁ %ﬂn@gﬁienectams can be
Tablet age block

palpable, hard, ascites, anemia.

(3) Fecal occult blood test: Fecal occult blood test shows positive for consecutive 3 days.

(4) Gastric fluid analysis: gastric fluid decrease or hypchlorhydia.

(5) Upper gastrointestinal opacification: dysperistalsis, destroy of gastric mucos , changing of gastric
emptying time (acceleration or retardation), abnormality of gastric contour, niche sign of irregular
margin and filling defect.

(6) Gastric endoscope examination: tumor or large irregular ulcer can be visible.

(7) Exfoliative cytometer examination of gastric fluid: finding out typical cancer cells.

(8) Operation pathologic sample, biopsy of superficial lymph nodes, endoscope pathologic sample
substantiated cases.
Clinical stage criterion of gastric carcinoma

[ : Superficial carcinoma with no lymph nodes metastasis and tumor infiltrated into less than 1/2 sector

of the muscular layer.

IT: Superficial carcinoma with first station lymph nodes metastasis and carcinoma infiltrated into
muscular layer, exceeded 1sector, and Tz tumor without or only with adjacent lymph nodes metastasis.

III: Regardless of tumor size, tumor with distant superficial lymph nodes metastasis or with adjacent
deep lymph nodes metastasis, or tumor only with adjacent superficial lymph nodes metastasis, even
without lymph nodes metastasis, but the size of the tumor exceeded 1 sector of muscular layer or
infiltrated into surrounding tissues.

IV: Regardless of tumor size, tumor with distant metastasis or metastasis of hepatic hilum lymph
nodes,para- arteria coeliaca lymph nodes, paraaortic lymoh nodes, para- arteria colica media lymph nodes or
lymph nodes of root of mesentery.

1. Inclusion criterion
(1) Stage I . II patients are reluctant to receive other treatments, participating clinical trails voluntarily.
(2) Those patients who have received anti-cancer therapy(including total chemotherapy, arterial cannula

chemotherapy and embolotherapy), partly radiotherapy, operations(excluding patients who relapsed after
18
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34-4041-5051-6061-78"xSD Primary hepatic 6 10 12 13 53.910.2
carcinoma 414132856.59.5 Gastric carcinoma 3. course of disease
Table3 course of disease (month) case* 1-3 4-6 7-12 13-50 Primary
hepatic 36 26 3 4 3 21 carcinoma Gastric carcinoma 57 21 10 12 14 data

qza\'fafcgses of primary hepatic carcinoma an{% 2 cases 81:) 1gl(g’strlc carcinoma

surlil FBS1% PSP PG T i BESY it leomlnecd Sop theapy for over

mowgase*untreatedoperationTCMTAI Primary hepatic carcinoma 40 276 2 5

(3>gﬁ%tg9§%5%igoma5826l7312 5 * data of 1 case of primary hepatic
carcinoma and 1 case of gastric carcinoma are lost 5. Foci type and

(4) |6cationicdmong 4l c¢ases ofoptimaryuhepaticicarcindfmaofiivassivertypel)

’ é‘x‘%ﬂ}d@é BRe and.diffuse type are 17 cases (41.5%) ,17 cases (41.5%)
"~ and 7 cases(17.1%) respectively, 3 cases (7.3%) of tumors located in left

() hagetidSohes, 29 cases (70.7%) of tumors located in right hepatic lobe, 9
2) CRSERALE- L s lggated 10 in both lobes. Among 59 cases of

gastric carcinoma, carcinoma located in upper region, middle region , .
(3) 5w rregitht horsohaserb s o PSborRIcH e s winduederBladee): g eudake( sastritis,
le;’?ra%lc) g:!1§r§-\t§s,s%§le( %%&W%%&ﬁﬁs%(@éé%)ﬁ%ﬁ%wﬂbﬁd Qlﬁé@s%gl(;f%\%@, cholecyst,

of carcinoma located in multiple regions of stomach. 6. Clinical stage 15
TREBRERTIFAlRRI Reficgls caficund ey q gt NP RYic carcinoma 41 220190

(4) Signs of gastric perforation or bleeding.
(5) Combined heart, liver, kidney and hematopoietic system, immune system severe primary diseases,
psychotic patients.
(6) Those who refuse therapy.
(7) Be considered as those are unsuitable for participating in clinical trail by researchers.
IT. Methods of clinical trails
1. Trail design:

According to Investigational New Drug Application(IND), performing clinical trails with the invented
Traditional Chinese Medicine composition on treatment of primary hepatic carcinoma and gastric carcinoma,
primary hepatic carcinoma cases are no less than 30 cases, gastric carcinoma cases are no less than 30 cases,
without setting controls, in order to substantiate its anti-cancer effects.

2. Adiministration manner and dosage:
The invented Traditional Chinese Medicine composition, taken orally, twice each day, 15ml each time(1
ml containing crude drugs 0.75g), taken in the early morning and evening, taken with warm water.
3. Course of treatment: 2 months.
4. Observed items and methods
(1) Safety detection: blood, urine, faeces routine check; liver, kidney function, ECG are checked before
and after therapy. In clinical trails, observe carefully the adverse reactions which may be caused by
the invented composition, such as symptoms of digest, respiration, circulation,nerve and blood
systems.
(2) Estimation of therapeutic efficacy:
(O Tumor foci: performing B ultrasonic, CT or/and MRI examination before and after treatment.
a Measurement of tumor foci size: multiply the two perpendicular maximum diameter.
b Multiple tumor foci are measured with sum of all products of multiplication (refer to product of

two perpendicular maximum diameter).
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Gastric carcinoma 59 111937 7. Karnofsky score before treatment Table6
Karnofsky score before treatment cases 50-69 70-7980-90 xs Primary
hepatic carcinoma Gastric carcinoma 41 9 21 11 69.813.9 59 24 27 8
65.98.9 8. Body weight before treatment Table? Body weight(kg) before
treatment cases 36-50 5%—6 %1-70 71-76 xs Primary hepatic carcinoma
415 DA B R 5 Eolld B Cn RS Rr 06 13 4 56.48.8 9
AppeRitecbfgreitieatmbnt palledappeittedefareltseatment (taels/day)
ca%%1-§6§15é9m6%3m90%75162 x§. Pnrir_nary hepatic carcinoma 41 9 12 13 7
5.71.6 Gastric tarcinoma 58 18'8'24 6 5.31.9 * data of 1 case of gastric
carcilomeapeiost! HOnAFRepest befererirgatamentaof primary hepatic

cargnoma. ;. Lasles AGRH @Q&?E&Pg% Jegtment of primary hepatic
carcinoma cases <30 30-399 >400 xs primary hepatic ce{rcmoma 3923
34 3839126 18s 1f, yt@&Tatesh bdfore treatment of primary hepatic

carqinam B LR Q waF e 1SS LUREIMR ALSRINE BAPERFIRALY RERAE and bitter mouth, dry

carcinoma cases X s (n) primary hepatic carcinoma 22 200.2103.7 (22) Il
TRekagoatitRatiticady of Dstalieioaldovt odmkbr pytaletRerapediiciaffsaes of tongue,
disgasesasastmR((LBR(%0)SD(%) PD(%) primary hepatic 41 0(0.0%)

1(2.4%) 34(82.9%) 6(14.6%) carcinoma Gastric carcinoma 59 0(0.0%)

6(10.295) 4588109 Famisbs et PR,SD,PD of primary hepatic carcinoma

after tiestent AR Didad Yo B2, P14 636 TeINELlVEY. CDS etc.

Observing methods:

Observing methods:observing and recording symptoms, Karnofsky score, tongue and pulse regularly;
Laboratory examination items including blood routine test, bleeding time and clotting time are checked once
a week during or after treatment; urine routine test, faeces routine test, AFP, Yy —GT,LDH, liver function
and kidney function are checked once two weeks during or after treatment; Immunology index, ECG, heart
function, chest X-Ray are checked once four weeks during or after treatment; the Examination of
imageology is carried on once eight weeks during or after treatment, the examination can be carried on at
any time when needed.

[IT Therapeutic efficacy assessment criterions
1.Therapeutic efficacy assessment criterions of the tumor foci:
(1)Complete Remission(CR): tumor disappeared and maintained for more than 1 month.
(2)Partial Remission(PR): product of two maximum diameters of tumor minimized more than 50%, and
maintained for more than 1 month.
(3)Stable disease (SD) : product of two maximum diameters minimized less than 50%, increased by no
more than 25%, maintained for more than 1 month.
(4)Progression disease (PD): productof two maximum diameters increased by more than 25%.
Total remission rate=CR+PR
1. survival quality assessment criterions:
According to Karnofsky score criterions, it is compared before and after treatment.

Karnofsky score criterions:

Normal,no discomfort or sign of disease 100
Normal activity, mild sign of disease 90

Nearly normal activity, certain symptoms or signs 80
Self care, can not maintain normal activity and work 70
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CR,PR,SD,PD of gastric carcinoma after treatment are 0, 10.2%, 83.0%,
6.8% respectively. 2. Follow-up life span, survival rate after treatment 15
Tablel2 Deaths 8 weeks after treatment death (cause) disease cases
survival hepatic hepatorrhe upper gastrointestinal coma xis bleeding
fﬂyre omglrs 23 pri ary epat|c413900.0%11 .ggllrm oma 5945001121

St RA A S 1% SIS 18, B SHAL R4 Kent d84th (cause)

diced secaselsukivalielpaticHepatorrheupperfailurehepatorestal others
coma-xisgastrointestinal s nq(ri% e bleeding primary hepatic41 854 8
1%0%111 )ilvgl(ﬁ atbgtles 5 é]f%%%)gag rlTéankc]l care 4

carcinoma astric carcinoma 5 Tablel4 life
spes{gnohthiy sablival ratecll.5 yealrs @aftendneatmehespitglno  death threat temporarily
5 diseasecasesComplete data casescensored%censored primgfy hepatic

carcinoma4133819.5% Gastric carcinoma59342542.4%
Badly ill, need to be kept in hospital and given powerful Supportive treatment 20

In great danger 10
Death 0
IV. Handling and summarizing of clinical trail data
10 Collecting all data, inputing the medical history into computers, constructing database using EPI INF06
software, making statistical treatment and analysis, writing summary of clinical trails, making objective
assessment about clinical therapeutic effects and safety of the invented Traditional Chinese Medicine
composition treatment on primary hepatic carcinoma and gastric carcinoma.
Results
15 100 eligible cases, all belong to group treated with the invented composition solely;Of which 41 cases
of primary hepatic carcinoma, 59 cases of gastric carcinoma diagnosed by western medicine, while being
considered as the symptom of stagnation of poison

I .General condition

1.Sex
20 Tablel  sex construction
male female total
Primary hepatic carcinoma 33 8 41
Gastric carcinoma 44 15 59
2.Age
Table2 age block
34-40 41-50 51-60 61-78 Lx+SD

Primary  hepatic 13

) 6 10 12 53.9+10.2
carcinoma
Gastric carcinoma 4 14 13 28 56.549.5

3. course of disease

Table3 course of disease (month)

case 1-3 4-6 7-12 13-50

Primary  hepatic 36 26 3 4 3
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10

15

Tablel5 life span(month), survival rate 1.5 years after treatment (1l )
diseasecasesAverage survival Median Survival Time 1 year survival rate
time(month) (month) xsexsestandard error
primaryhepatic417.70.95.01.316.5 6.0 carcinoma 5910.70.811.01.533.0
- : ore
““HNY Bfter treatment Tablel6 Comparison of changes of tumor foci size$
Gbeioraranchafter treatment 24 hiefore treatment after teeatment difference

(after-before) disease xs(n) xs(n) Xs(n) primary hepatic carcinoma

) 45 6035150 LB 3 B S A b 2 EA B e moma are ot

19.221.1(59)15.814.4(59)-3.412.0(59)# $ Size of tumor foci: product of
ggg%g&dicular maximum diameters or sum of products of multiple foci

cmxcm)o *Primary hepatic carcinoma, t=1.30, P=0.203 # Gastric

carcinoma, t=2.17ali40.084t BeForeRrimary hepatic carcinoma patients,

there is no notable significance in the dltf%rence
caseg ntreate op

gaf’rrigpa‘?'ﬁ%rﬁa()f Karnofsky scgye after trgatment 1QTablel7 Changes pf

* dppathientd ifference afier-befoxa)aard(hirss ¢hirsgi¢repPrinmzryrhpatic
5 Fogptgggmﬂggﬁgp.Q(M)?S.18.7(31)7.716.1(31) Gastric
carcinoma65.98.9(59)77.19.9(56)11.68.0(56)# *Primary hepatic
cairsitb Alacarep EPrimap, depatiy critimBaremomaPre=10'ge; Prowdalifsye type are 17

cases ( masy, h?pééigsc@iﬁm%@@ﬁ%@%ﬂﬂ%rﬁ 1@&9&@9&9 slgnificanee inottnﬁlmors located in
difference of Karnofsky score before and after treatment 15 For Gastric

left heppisrepha patientd Othere feunsamerLigificahkeraHctibcdtfarsh c&2ge) of tumors located
in botfaep@fsky score before

Among 59 cases of gastric carcinoma, carcinoma located in upper region, middle region , lower region
or other regions of stomach are 4 cases (6.8% ) ,8 cases ( 13.6% ) ,18 cases (30.5% ) |,
21cases(35.6%)respectively, 7 cases(11.9 %) of carcinoma located in multiple regions of stomach.

6. Clinical stage

Table5 clinical stage
cases U 0 U 0
Primary hepatic carcinoma 41 2 20 19 0
Gastric carcinoma 59 1 1 19 37

7. Karnofsky score before treatment

Table6  Karnofsky score before treatment

cases 50-69 70-79 80-90 Tt
Primary hepatic carcinoma 41 9 21 11 69.8+13.9
Gastric carcinoma 59 24 27 8 65.9+8.9
8. Body weight before treatment
Table7 Body weight(kg) before treatment
cases 36-50 51-60 61-70 71-76 T
Primary hepatic carcinoma 41 3 15 20 3 61.0£7.9
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and after treatment 5. Changes of body weight after treatment Tablel8

Changes of body weight after treatment (Kg) diseasebefore treatmentafter

treatmentdifference (after-before) xs(n)xs(n)xs(n) Primary hepatic

carcinoma61.07.9(41)63.17.3(31)0.91.4(31)* Gastric

carcinoma56.48.8(59)56.98.3(55)1.03.6(52)# *Primary hepatic carcino
OS5 G BAB001 25 # Gabiic carchioma. 12210, P0.040 For Phmary 04455

9. AE)%%Q% eggirectilggtrrg‘glpaf[ients, there Is notable significance in the .
ifference.of body weight before and after treatment For Gastric

carcinoma patidabfrrenstis hetableaigaificaabélin the difference.of body

weight before and 5 after freatment, 6.,Changgs of appsetife aftey ;, _

treatment Tablel9 Changes of appetite after treatment (taels/day) disease x*s

Pripeasy eniticifteBeiee (after-bgéfore) xs(r) xs(n) x&tn) 5.71:8(41) 6.71.5(31) >7*1-6

1 21.4;31)) 5.31.9(59) 6.72.7(58) 1.51 7(56)# *Ryimary hepatic cagcinoma
i ! !
G%S:H?ﬁ,c =0.000 10 # Gastr% carcmomga, t=6.47, P=0.0 % For Pn%nary

Nepasia carchoma PatisRtsthgnests notable significance in the difference
of appetite before and after treatment. For Gastric carcinoma patients,

10¢h &Y s shBtEt TSI PRt e B i SEH B appetite before and after
s realman b UmRIDN RIS YOS ALY RIS elepiieimen

'5.3+1.9

DTOVE O AaAtiguc SEAaSEeTCaSes

aggravation no change Impggved Impsoved Isopwved sgoade 2grades 3
—grades Primary hepatic carcinoma 30 1 14 7 8 0 Gastric carcinaoma 58 2
pri2@ry Deparié Eabomtanaf 11 case® of primary hepatic carcinéma and3Bicesa 7. 13

ric cbarcinoma are Ifost Im Loved Igrade: lowered 1 grade after

11. ?— test %fore treatment o P'rlglafg epatic

efor

Icin . .
reatment Compared wit eRteatment, tor example, fatigue 20 is

diffiebltto regavereaftefoactivities) wihiléritrishieppiovedtonbe easy to recover
post-treatment.

cases xts (n)
primary hepatic carcinoma 22 200.2+103.7 (22)
IT . Therapeutic efficacy
1.Total efficacy
10 Table11 total therapeutic efficacy
disease cases CR(%) PR(%) SD(%) PD(%)
primary hepatic 41 0(0.0%) 1(2.4%) 34(82.9%) 6(14.6%)
carcinoma

Gastric carcinoma 59 0(0.0%) 6(10.2%) 49(83.0%) 4(6.8%)

CR,PR,SD,PD of primary hepatic carcinoma after treatment are 0, 2.4%, 82.9%, 14.6% respectively.
CR,PR,SD,PD of gastric carcinoma after treatment are 0, 10.2%, 83.0%, 6.8% respectively.

2. Follow-up life span, survival rate after treatment

15 Table12 Deaths 8 weeks after treatment

death (cause)

disease cases survival  pepatic  hepatorrhe upper gastrointestinal

failure  others
coma xis bleeding
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Improved 2 grades : lowered 2 grades after treatment compared with
before treatment,for example, feeling fatigue when rest, while
post-treatment fatigue is easy to recover after activities. Improved 3
grades: lowered 3 grades after treatment compared with before
res forexampte, Lying in bed, while post-treatment fatigue is ea
PR IS0Aattal activitids. 25 260For primaty hepatic cardinoma patients,
catidgifpr@ayement rate of fatigue is 50.0%. For gastric carcinoma patients,
Jsrtrggrovementr te of fatigue is 62.1%. 8. IE?provements f symptoms ?pd
signs after treatment Table2l improvement of epigastralgia ( gastric

cagamginoma) after treatment aggravati Improved Improved Improved

disease cases no change on Igrade 2 grades 3 grades gastric carcinoma
5531418 16 4 5 * Data of 4 cases of gastric carcinoma are lost.
Improvementlihtel df e Pigdstiaigiauisie9 tinkable22 improvement of

appetite after treatment (gastric carcinoma patients)* aggravati Improved
Improved Improved disease cases no change SFfrad8*® grades 3

g.rades gastric Carcinomehééti% Z%Iélpgt&%lg * Da‘fﬁ'pBér“' Cas%%lgfega_smgpatorenal others
éiapeinomeanite |6%tVithprovement rate of appetite after treatment is

56.4%. 10 Table23 impro$@hient of 8y mouktsEmefatinaty after treatri@ame
disease cases aggravation no change ImprovegLigayoved 2 Improved

PrEBFdinoma’s8 1 44% 4 0 *Data of 10%cases of prifhary hepati¢®arcinoma 4
hepligk 1 case of gastric carcinoma are lost Improved Igrade: thirst lowered 1
grade after treatment, for example, dry mouth and throat,no desire for
AR Mmproved to only dry mouth after treatment. 15 Improved 2 grades:
Gihirst lowersd 2 gragles aftey treatmept, for exampie, dry moutR and thraat, 3
desire for drink, improved to only dry mouth. Improved 3 grades: thirst
“f6Ered 3 grades after treatment, for example,dry mouth and sorethroat,

improved to only dry mouth. For primary hepatic carcinoma patients,
improvement rate of thirst is 35.5%. 20 For gastric carcinoma patients,
improvement rate of thirst is22.4%. Table24 Improvement of bitter mouth
aftambieatmeftspan(month), survival rate 1.5 years after treatment ( [ )

disease cases Complete data cases censored Yocensored
primary hepatic carcinoma 41 33 8 19.5%
Gastric carcinoma 59 34 25 42.4%

Tablel5 life span(month), survival rate 1.5 years after treatment ( I )

Average survival Median Survival Time 1 year survival rate
discase cases time(month) (month)
x*se x*se % standard error

primary hepatic

41 7.7+0.9 5.0+1.3 16.5 6.0
carcinoma
Gastric

59 10.7+0.8 11.0+£1.5 33.0 7.7

carcinoma

3. Comparison of changes of tumor foci size before and after treatment

Table16 Comparison of changes of tumor foci size® before and after treatment
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aggravati Improved Improved Improved disease cases no change on

Igrade 2grades 3 grades 27 primary hepatic carcinoma 310201010

gastric carcinoma 57 0 45 9 3 0 * Data of 10 primary hepatic carcinoma

patients and 2 cases of gastric carcinoma are lost For primary hepatic
—carcinoma patients, improvement rate of bitter mouth s 35.5%. For

gastric carcinoma patienbsfaifpeavisitient rafier drpiter motifff e (pdgr-before)

Table28idemsrovement of spontaneous perspiration after treatment*

prizagrciherni 57t @ndP:8 5 0 3%D=RI6T10 casés Bbprithary hepaticoafshitma
and 2 cases of gastric carcinoma are lost. Improved 1 grade: spontaneous
GstishiratioMaowered 1 gradéZtefPeatment; Foekathple, perspité! 209

mg gf%%Xr @JE?F %&%Q%? Wl Bé%%ﬁﬂcttﬁap%{:ﬁgllﬂgn&) ((ﬁgﬁl%lgllg %U¥u%{tgftr products of multiple
activities. Improved 2 grades: spontaneous perspiration lowered 2 grades
foci a¢raxareatment, for example,perspire 10 when rest, improved to perspire
opgaRsionalialieragHyties. dmppoyees3 grades: spontaneous perspiration
lowered 3 grades after treatment, for example,perspire vehemently,
ihtrsletdnperspiré-bbcAstoMidly after activities. For primary hepatic
5 FeRIGIRRA ApACAIR BRI PYRMENLIRLR 6b SPABIANEAHSREY SPHRUMRISnce of tumor foci
- 22.6%. For gastric carcinoma patients, improvement rate of spontaneous
size DR ARAIRT 1€°89'8Y6. 15 Table26 Improvement of night sweat after
HeatNEMEAISRASEPEASRS AGEIR VRO BRIMpPERYed hngiryadd i@ doci size before
change 1 grade 2 grades 3 grades primary hepatic carcinoma 31024 7 0
and gife t35195%1?1?‘garcinoma 57 344 5 4 1 *Data of 10 cases of primary hepatic
4. cargiem& anck& casesiabgastiegarcinoma are lost. Improved 1 grade:

o Mot swegtlpneied 1 grage after treatment, for example, night sweat

night sweahiewered 2 gradesaftarctieatment, totcexampia, nigit.gweat after-before)
every night, improved To night sweat occasionally. Improved 3 grades:
night sweat lowered 3 grades aftes freatment, for example, night sweatt s (n)

- can wet cloth, improved to night sweat occasionally.
Primary hepatic carcinoma 69.8+13.9(41) 78.1+8.7(31) 7.7+16.131)°

Gastric carcinoma 65.9+£8.9(59) 77.1£9.9(56) 11.6+8.0(56)"

* Primary hepatic carcinoma ,t=2.68, P=0.012
# Gastric carcinoma, t=10.80, P=0.000
For Primary hepatic carcinoma patients, there is notable significance in the difference of Karnofsky score
before and after treatment
15 For Gastric carcinoma patients, there is notable significance in the difference of Karnofsky score before
and after treatment
5. Changes of body weight after treatment

Table18 Changes of body weight after treatment (Kg)

disease before treatment after treatment  difference (after-before)
xEsm) xtsn) xEsn)
Primary hepatic carcinoma 61.0+7.9(41) 63.1+7.3(31) 0.9+1.4(31)
Gastric carcinoma 56.4+8.8(59) 56.9+8.3(55) 1.0£3.6(52)"

*Primary hepatic carcinoma ,t=3.50, P=0.001
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For primary hepatic carcinoma patients, improvement rate of night sweat
is 22.6%. 28 For gastric carcinoma patients, improvement rate of night
sweat is 15.8%. Table27 Improvement of upset and tantrum after
treament diseasecasesaggravationno Improved Improved Improved
ngel grade2 grades3 grades primary hepatic carcinoma 31026500
%Iaz%tsrt%céﬁgrcclflr%nr%’a%@?1%bgﬁ%bata of 10 cases of primary hepatic
FoaRrtinama@adk 2 caisesopgastsiciear éinombl s ilgiinbe mpho el gradeiody weight
befoldpset 1g%lnqretgctrr}%utm lowered 1 grade after treatment, for example, upset
a e f—unconI{roIIabIe, improved to be upset and self-controllable.
hnreved Qrgradesiaipsetiandtantlaripwered 2nghadéb after df badmeaght before and
S afte r{peragﬁ(e%@ple, burning sensation of five centres and tantrum, improved to
be upset and self-controllable. For primary hepatic carcinoma patients,
improvement rate of upset and tantrum is 16.1%. 10 For gastric

6?@59H}2£§%§ﬁﬁélﬁg§uem&[ﬁ}éﬁmem rate of upset and tantrum is 31.6%.
Table28 Improvement of dizziness after treatment*

diseasecasesdgyjeaatidrtoimprerrst v iapFeediehange

grade2 grades3 grades Ejma%r heé%gtic ca{ciqoma 3%[ 126400 tric
carcino(gna573361440 * Data 6¥aif8 cases %%ef)rlrfﬁg?\i eo§ %rcegcr%ig%%%lbefore)
and 2 ¢a%8¥ of gastric carcinoma are lost. Improved 1 grade: dizzjness
lowered 1 grade after treatth&rit™or example, 072y usually , improvéd to

primary hepatic carcinoma 5.7+1.6(41) 6.7+1.5(31) 1.2+1.4(31)"

gastric carcinoma 5.3+1.9(59) 6.7+2.7(58) 1.5+1.7(56)"

* Primary hepatic carcinoma, t=4.77, P=0.000
10 # Gastric carcinoma, t=6.47, P=0.000
For Primary hepatic carcinoma patients, there is notable significance in the difference of appetite before
and after treatment.
For Gastric carcinoma patients, there is notable significance in the difference of appetite before and

after treatment.

15
7.Improvements of symptoms and signs after treatment
Table20 Improvement of fatigue after treatment
Improved Improved  Improved
disease cases  aggravation no change
1 grade 2grades 3 grades
Primary hepatic carcinoma 30 1 14 7 8 0
Gastric carcinoma 58 2 20 19 10 7
* Data of 11 cases of primary hepatic carcinoma and 1 case of gastric carcinoma are lost
Improved 1grade: lowered 1 grade after treatment compared with before treatment, for example, fatigue
20 is difficult to recover after activities, while it is improved to be easy to recover post-treatment.
Improved 2 grades : lowered 2 grades after treatment compared with before treatment,for example,
feeling fatigue when rest, while post-treatment fatigue is easy to recover after activities.
Improved 3 grades: lowered 3 grades after treatment compared with before treatment,for example,
Lying in bed, while post-treatment fatigue is easy to recover after activities.
25
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15 dizzy occasionally. Improved 2 grades: dizziness lowered 2 grades
after treatment, for example, dizzy persistently improved to dizzy
occasionally. For primary hepatic carcinoma patients, improvement rate of
dizziness is 12.9%. For gastric carcinoma patients, improvement rate of
j;zzin,ess is 31.6%. 20 Table29 Improvement of jfafundice 6@5} treatment*
0r_primar epatic carcinoima patients. 1 roygment rate atigue 1s Y70.
iSA8BLAsERAGgravatiohRt Thproved Tmproved Improved changel
dgradeirgradasdgradiespiinparnehepaiie datcinea3192 28 1 0 0 gastric
g arcinoma??(PS?OOO * Daata of 19 cases of primary hepatic carcinoma and
mprovements o mptoms.an s1gns after rea%e?t s .
ases 0 gas%c carcinoma are 1ost. mproved 1 grade: jaundice
lowered ThtgeaUenaftee aatirertforl @x apphs; @livingmeafiocukamchskin
stained yellow, improved to ong(. albuginea ocyli mildly siamed Xell?w. Far,
) . . agseravall . mprove PIrov mproved
prirgagyshepatic C@Jgamomag%atlentsném@uemeﬁt rate o Jgunalce IS I;33.2%.
For gastric carcinoma patiemts, improvement ratgagt jaundizedis 093 Brades

sl @PIERGRrovement of canger pain gffer treatment* 16 4

5 * 2 gxsadefglsgmadesmmﬁaﬁyaic crioma l 1 1 gastric
ISBFARRMAREI IR bR dralgia is 69.1%

Table22 improvement of appetite after treatment (gastric carcinoma patients)”

aggravati Improved Improved Improved
disease cases no change
on Igrade 2 grades 3 grades
gastric carcinoma 55 3 21 16 12 3

* Data of 4 cases of gastric carcinoma are lost.

Improvement rate of appetite after treatment is 56.4% .

10
Table23 improvement of dry mouth and thirsty after treatment’
Improved Improved2 Improved
disease cases aggravation no change
1grade grades 3 grades
primary hepatic carcinoma 31 0 20 8 2 1
gastric carcinoma 58 1 44 9 4 0
*Data of 10 cases of primary hepatic carcinoma and 1 case of gastric carcinoma are lost
Improved 1grade: thirst lowered 1 grade after treatment, for example, dry mouth and throat,no desire for
drink, improved to only dry mouth after treatment.
15 Improved 2 grades: thirst lowered 2 grades after treatment, for example, dry mouth and throat, desire for
drink, improved to only dry mouth.
Improved 3 grades: thirst lowered 3 grades after treatment, for example,dry mouth and sorethroat,
improved to only dry mouth.
For primary hepatic carcinoma patients, improvement rate of thirst is 35.5%.
20 For gastric carcinoma patients, improvement rate of thirst is22.4% .

Table24 Improvement of bitter mouth after treatment

aggravati Improved Improved Improved
disease cases no change
on 1grade 2grades 3 grades
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*Data of 10 cases of primary hepatic carcinoma and 2 cases of gastric
carcinoma are lost. Improved 1 grade: cancer pain lowered 1 grade after
treatment, for example,moderate cancer pain(bearable, no upset),

improved to mild cancer pain(discomfort, no upset) Improved 2 grades:

' .'.' .v'. ‘. .'I.. CA '-"v- y . .V' .‘ ‘V' > A [
PIHIRYABHS A6 BIH position,demand for painkifler), imprdved to mild 0
gakaearcpaimidiscomfort, n6upset) Improved 3 grades: cancer pain 3 0

B} ]'Sowei;c-ig' 3. radgs after treatment, for e(yi%mfie, ncontroilable ain1 upset,

ata Q I'l I epatlc Icino atients gn Ses of gastrig carcin are 10S

passive 0Sitidn: neeﬁapaln%éﬂgr 10 relieve)’: |mpr%ve3 0 mitd'cancer

pain{discy inferic nodipset p&ontprinany diepatic cdhtiromath atighnis.

ifp rovement. rate of cancer ain is ?1.60/%. .for astric.carcinoma

T. gastric.carcinoma patients, 1mé¥ovemen rate of bi t§r6ngou isgcjr (4

patlénts, improvement rate of cancer pain is 36.8%. 15 Ta le3l
Iifapl@ve nheproofradnd oihsaldéiste psiepirafterafradten@mtit
d|seas§casesaggravat|onno Improved ImprovquOImprP&/grgV%Qan%%ove d. Improved

S€as

grade?2 19!‘%5633 grades pemAary hgpatigiearcinoma 31 1'16 10 3 1 gastric
carcinoma5702619102 * Data of 10 cases of gringary hkgyedic cakcimelera 3 grades
pr%qy%gp%ﬁggag&%ﬁric cargjnoma are jost. Imprgyed 1 grade: abdominal 1
disténsion lowered 1 grade after treatment, for example, abdominal
gadideesnssiopmanrelieved aftér/passage éf gas by &Aus, impfoved to relief 0
s oRlle] RASSA0GIOf gan kY AR e iAot ASEHRS. AT HRIAY R, 2
grades: abdominal distension lowered 2 grades after treatment, for
example, obvious abdominal distension with small or moderate volume of

ARsites if“%@%&ﬁl?&ﬂ@ﬂ%@b%‘éﬁﬂﬁi%ed qligf, &f tﬁ%e?%%ﬁ%@ff&aé@%ple,perspire
anus, no ascites after treatment. Improved 3 grades: abdominal distension

immedie e etirdli S BPTRES N BFEPTETWXAHARIEY Hiitlig It ¥bdominal
disiensiongyith lases ¥aldme Ol ASEEL o WHVEdHQ aRdoriRRdiStENSIMple, perspire
, relief after passage 25 of gas by anus, no ascites after treatment. For
107 wheg ey pRsRYse REAT ORA At HECT ATHYSFément rate of abdominal
Hipiensi NS #5. 2Hon3l o ey GASHIGI GRS RAleNiScMPIOMAMEBE E-dGple, perspire
of abdominal djstension is54.4%. Table32 ,Imgrovement of diarrhea after

vehGRAt M e HEPaiSE AL BEARES A a TR ISE MBS Ved Improved

For primary hepatic carcinoma patients, improvement rate of spontaneous perspiration is 22.6%.

For gastric carcinoma patients, improvement rate of spontaneous perspiration is 22.8%.

15
Table26  Improvement of night sweat after treatment”
disease ) no Improved Improved Improved
cases aggravation
change 1 grade 2 grades 3 grades
primary hepatic carcinoma 31 0 24 7 0 0
gastric carcinoma 57 3 44 5 4 1
*Data of 10 cases of primary hepatic carcinoma and 2 cases of gastric carcinoma are lost.
Improved 1 grade: night sweat lowered 1 grade after treatment, for example, night sweat usuaally,
improved to night sweat occasionally.
20 Improved 2 grades: night sweat lowered 2 grades after treatment, for example, night sweat every night ,

improved to night sweat occasionally.
Improved 3 grades: night sweat lowered 3 grades after treatment, for example, night sweat can wet cloth,
improved to night sweat occasionally.

For primary hepatic carcinoma patients, improvement rate of night sweat is 22.6%.
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Improved changel grade2 grades2 grades primary hepatic carcinoma 31
0 26 2 3 0 gastric carcinoma57254100 * Data of 10 cases of primary
hepatic carcinoma and 2 cases of gastric carcinoma are lost. Improved 1
grade: diarrhea lowered 1 grade after treatment, for example, bearable
>2d im roved to 5 diarrhea transientl C<2d2vafter tg%%}ment Improved
s S AR e BT R er FHEAMSAL bt %ample,
unbearable diarrhea improved to diarrhea tran5|ently C<2d) after

I'Imal’lY hFPatltCar(I:(?[ [llum %tgrqllents Jmprovement rate Of

dlarrhealusas@% | 10 Dappearance of mal $«ymptdmlsr<amd s@nwazﬁer Improved
treatment Table 33 Dlsapb*’é%tsranéégfﬁ”ﬁ‘i‘ﬁﬂn sympioms f;\fteﬁtreatxjnen(}es

Prcafsei;msesarat@rfatlgue pﬁl‘tnary hepatlc carcingma 31 26 10 61.5% 0
ga%%t&? gl%rlggnoma 58 50 1%7’36 0% dryé mouth pgtmary he}?@tlc carcn}oma 0

3 grades

* Dytioed i) h@pmummmm%@tﬁ@l@@ﬂ%cg@smmemm@@t
5 ﬁgp%@dsl?oé}gﬂgeql&i&p Qﬁﬁa{éﬁQﬁR %&é}éﬁciﬂgm& %Qte]rztr@aﬁgegtbfor example, upset and

perspiration gastric carcinoma 58 17 10 58.8% night sweat primary
self-epritidl ddecimpime BP 13upss3uBbicHastivédteinoma 58 12 10 83.3%

Hﬂﬁ‘ébéf@gpld@éa%ﬁﬁmtl‘&n%ﬁff 1REd §Jg1%9e§a§9r I [éCburmng sensation

carcinoma 58 20 15 75.0% dizziness primary hepatic carcinoma 31 7 3
of fivgpaytys adtHetRERcirBing b8 duupsesGwit-ranklledsrimary hepatic

CRSEIRAMSG Rt daltINAR pHIRSKKIG AAEINANE 2802 PRV A antrum is 16.1%.

10 For gastric carcinoma patients, improvement rate of upset and tantrum is 31.6%.

Table28 Improvement of dizziness after treatment”

disease no Improved Improved  Improved
cases aggravation
change 1 grade 2 grades 3 grades

primary hepatic carcinoma 31 1 26 4 0 0
gastric carcinoma 57 3 36 14 4 0

* Data of 10 cases of primary hepatic carcinoma and 2 cases of gastric carcinoma are lost.

Improved 1 grade: dizziness lowered 1 grade after treatment, for example, dizzy usually , improved to
15  dizzy occasionally.

Improved 2 grades: dizziness lowered 2 grades after treatment, for example, dizzy persistently ,

improved to dizzy occasionally.
For primary hepatic carcinoma patients, improvement rate of dizziness is 12.9%.
For gastric carcinoma patients, improvement rate of dizziness is 31.6%.

20

Table29 Improvement of jaundice after treatment”

disease no Improved Improved Improved
cases aggravation
change 1 grade 2 grades 3 gradea

primary hepatic carcinoma 31 2 28 1 0 0

gastric carcinoma 57 0 57 0 0 0

* Data of 10 cases of primary hepatic carcinoma and 2 cases of gastric carcinoma are lost.
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cancer pain primary hepatic carcinoma gastric carcinoma abdominal
primary hepatic carcinoma distension gastric carcinoma diarrhea primary
hepatic carcinoma gastric carcinoma 31231356.5% 58301446.7%
31271037.0% 57411639.0% 3155100% 583133.3% . . ... ..o v v v ...

stained.yellow,.improved to.anly. albuginea oculi mildly stained yellow.. . . . .. ... .......
M : :
* Fr pritiaiy Bepiyf car "nogaatz?ﬁgﬁtél,qn? [t Sases o primary hepatic
carcinoma a or 2 cases of gastric carcinoma are lost. 10, Changes of
\ithitesBloodc@elis (WB Q). after treatms et of golels? €AZnges of White Blood

C‘%‘iﬁfe\%’(ﬁc)lﬁfﬁé'éa%{%%‘&ﬁcg%&f%?ﬁ@i%%&ﬁava“o””_o Improved

carcinonda%3 25 1 0 0 gastric carcinoma552%0102 5 Gredle WB@ed Improved
. n T
accurately according to V\fﬁfﬁgraﬁ’é@ ?:ng:fbnscﬁ%g%cqtel IPASUDACHIAC 3 grades
- : e————
primergAsestinaoreneinan 1 gradd after trehtment cokhpared with before7 1

salgatmentdmproved 1 grade; WBC grade lowergd 1 grade after tregtment

“DptyyphdRsiattel HERMMEARSETPAREAA I befsretastnett Mk poved 3
grpdes: WBGRrade.lowered gwiades affal raatmenherMRAred iR moderate cancer
before treatment. For primary hepatic carcinoma patients, improvement

paindheargl VB Ensy moproxehrvat Gr et e GH et 19 3% UFor gastric

GAFRINQMaRatientisdpRYeMaN Fale O MMBC ISR, RGaFRY SRR RSP hain(active
WBC is 3.6%. 15 11. Changes of granulocytes after treatment Table35
bodERRSHIGB Y BIGFRURBEVHEE h{RRERF SRkt ppin(discomfort, no upset)

Improved 3 grades: cancer pain lowered 3 grades after treatment, for example, uncontrollable pain(upset,
passive position, need painkiller to relieve),. improved to mild cancer pain(discomfort, no upset)
For primary hepatic carcinoma patients, improvement rate of cancer pain is 51.6%.
For gastric carcinoma patients, improvement rate of cancer pain is 36.8%.

Table31 Improvement of abdominal distension after treatment’

no Improved Improved Improved
disease cases aggravation
change 1 grade 2 grades 3 grades
primary hepatic carcinoma 31 1 16 10 3 1
gastric carcinoma 57 0 26 19 10 2

* Data of 10 cases of primary hepatic carcinoma and 2 cases of gastric carcinoma are lost.

Improved 1 grade: abdominal distension lowered 1 grade after treatment, for example, abdominal
distension, unrelieved after passage of gas by anus, improved to relief after passage of gas by anus after
treatment, no ascites.

Improved 2 grades: abdominal distension lowered 2 grades after treatment, for example, obvious
abdominal distension with small or moderate volume of ascites, improved to abdominal distension , relief
after passage of gas by anus, no ascites after treatment.

Improved 3 grades: abdominal distension lowered 3 grades after treatment, for example, obvious
abdominal distension with large volume of ascites, improved to abdominal distension , relief after passage
of gas by anus, no ascites after treatment.

For primary hepatic carcinoma patients, improvement rate of abdominal distension is 45.2%.
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disease cases aggravation no Improved Improved Improved change 1
grade 2 grades 3 grades primary hepatic carcinoma 17 0 15 2 0 0 gastric
carcinoma 53 1 52 0 0 0 *Gradie granulocytes number accurately
according to "WHO grade criteriions for acute and subacute toxicity
Eeactions of the anti-cancer drugs”. A r?va(}ion: %anulocxte n ber
or aastnc carcmoanangl)atlen% 1mp:[ove nt r of . abdqminal distension 1s34. %?:n
grade increased ‘more tfian‘l grade after treatment compared with 32

before treatigi2lmpngvedhegratiénghanfiocytesnaumber grade lowered 1

grade afier treatment compared with before tren%tmenltﬁnlrr(1)ergvetldmzr0Ve 1 Imoroved
grades: giapylocytes numpgegragedawgred 2 grades aner treatment P
compared with before 5 treatment. ImprovedcBaggades! gralnuloc/tesles 2 grades

prlrllhjarp eel’ g{ca%(?clg(\{}lr%TEG 3 grg?es afterotreatmenagomparegl with befgre 0

treatment. For primary hepatic carcinoma patients, improvement rate of
gagramalooyies number is 11.8%, aggra¥ation rafé of grandlocytes némber 0

T3 13 TEQ PRSHTIC, GAIGOMA RATENES, MBIOYEMENT AR, are 100
granullocytes IS 6%%9 avation rate of granulocytes number Is 1.3/0. 12.
Biranges ghireMoglobilywrrddaraiteftrasatment, TalbleuB@«<Cirangksefd) , improved to

diaHﬁé@ﬂ%?iQﬂ?lP‘é%@raﬂgﬁ&gﬁ%ﬁmem disease cases aggravation no
Improved Improved Improved change 1 grade 2 grades 3 grades primary
heperid Casidemdigthep dgveedo2gergtde elaciremanss or3ggnpla. yapearable diarrhea ,

impitafe hemeglehiRnymen aceuraiginarcording to "WHOgrade criterions
for acute and subacute toxicity reactions of the anti-cancer drugs".
Ry ravat SR ave SIEETOBrPALG B A @ AtiEasedaseitHald grade after
rsalmaent comparedivithihsivamtreatinentidmriayegd grade: hemoglobin
number grade lowered 1 grade after treatment compared with before 20
treatment. Improved 2 grades: hemoglobin number grade lowered 2

9. grRgpsa.altes teatmenitompaiedwithdatargeireatment. Improved 3
grades: helobinngergd Iowered Bsraedeatnr treqtment

) [ i o ¢ ary hepdtic carcinoma

sypgitents, impreyement rate of hemoglobiwtmumbeeds@ik% disggeanatiodisappearance

rate of hemoglobin number is 16.1%. Fogageastric carcinoma patients,

0,.CASES €ases rate
fatigue primary hepatic carcinoma 31 26 10 61.5%
gastric carcinoma 58 50 18 36.0%
dry mouth primary hepatic carcinoma 31 20 7 35.0%
and thirst gastric carcinoma 58 17 11 64.7%
bitter mouth primary hepatic carcinoma 31 15 9 60.0%
gastric carcinoma 58 13 9 69.2%
spontaneous primary hepatic carcinoma 30 12 6 50.0%
perspiration  gastric carcinoma 58 17 10 58.8%
night sweat  primary hepatic carcinoma 31 13 7 53.8%
gastric carcinoma 58 12 10 83.3%
upset and primary hepatic carcinoma 31 10 5 50.0%
tantrum gastric carcinoma 58 20 15 75.0%
dizziness primary hepatic carcinoma 31 7 3 42.9%
gastric carcinoma 58 24 14 58.3%
jaundice primary hepatic carcinoma 31 10 1 10.0%

gastric carcinoma 58 2 0 0%
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hemoglobin number is 16.4%. 30 13.Changes of platelets number after
treatment 33 Table37 Changes of platelets number after treatment.
disease cases aggravation no Improved Improved Improved change 1
grade 2 grades 3 grades primary hepatic carcinoma 29 1 25 3 0 0 gastric
carCiroiria
“AREF R O gPHBR  HBALHATIP MUte and subacute toxidity reactibhs of the 26-2%
anti-cancefaclfiugsreifg@gravation: plateletsseumber grade increaged more 46.7%
than 1 grade after treatment compared with before 5 treatment Improved
abjogyge. REYBIRYLHRINSISAFGNHe lowered X grade aftér treatmeht 37.0%
dicariparedgadiiic beioremtreatment. Improved 2 grades: plateletsiaumber  39.0%
di %rbeoalle Iowerriedrz gg%ctilgsc agtgr t[ieatment cglnpared wg'th before greatment. 100%
efmprov%dﬁf éra es: ﬁlra{e(fg{s number grade lowered 3 grades after ’
treatment gompearechawith before treatmens. For primary hepatid 33.3%
* 5Ok 0 g 11 Fases O 'E“HE’FEO\Q%%EPE T oma i T G 3 (et O g Aric canDoma are lost
agyravation rate” ofplatetetePitimber s 3. 5%. For gastictearcinoma '
patients, improvement rate of platelets number is 5.5%, aggravation rate

of..15 platelet mher is 1.8%. 14. Co rison of immunologic index
IOC%% e%Sﬁ%ﬁ%%ﬂ%a%%%%Q #gﬁféefggg%mparison of immunologic
index CO®laF6imragvs ciffertrdéondePrl beTHe) tiatmenteafter treatment
difference (after-before) disease primary hepatic carcinoma gas}rrﬁ%rove d TImproved
carcinomaesss (n) x s (n) 5;3558.7@@[)1&5&9.8(250) 1.82.f(25 *
60.212.7(29) 61.614.0(29) 1.39.2(29)# *Primahyrigepaticacadcinomharades 3 grades
t=4.18, P=0.000. # Gastric carcinoma, t=0.76, P=0.452. 20 For Primary
REPAH e LA tients there is nbtable sighificance in the diffefence ©
of immunologic index CD3 before and after treatment. For Gastric
LA Batients, there is"Ro notabfe significafice in the differencd.of
s IR e ORI S AR 32 SPIRREU, s o
the anti-caner drugs”..

2

Aggravation: WBC grade increased more than 1 grade after treatment compared with before treatment
Improved 1 grade: WBC grade lowered 1 grade after treatment compared with before treatment.
Improved 2 grades: WBC grade lowered 2 grades after treatment compared with before treatment.

10 Improved 3 grades: WBC grade lowered 3 grades after treatment compared with before treatment.
For primary hepatic carcinoma patients, improvement rate of WBC is 3.5%, aggravation rate of WBC is

10.3%.

For gastric carcinoma patients, improvement rate of WBC is 5.5%, aggravation rate of WBC is 3.6%.

15 11. Changes of granulocytes after treatment

Table35 Changes of granulocytes number after treatment’

no Improved Improved Improved
disease cases aggravation
change 1 grade 2 grades 3 grades
primary hepatic carcinoma 17 0 15 2 0 0
gastric carcinoma 53 1 52 0 0 0

*Gradie granulocytes number accurately according to “WHO grade criteriions for acute and subacute

toxicity reactions of the anti-cancer drugs”.

Aggravation: granulocytes number grade increased more than 1 grade after treatment compared with
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Table39 Comparison of immunologic index CD4 before and after
treatment before treatment after treatment difference( after-before)
disease xs(n) xs(n) xs(n) primary hepatic carcinoma 34.75.0(35)
35.13.9(25) 1.41.4(25) gastric carcinoma
beford0 40.59.5 29)37 98.4(29)-2.65.4(29)# *Primary hepatic carcinoma,t=5.23,
PEFOU0" # Gastric carcinoma, t=2.65, P=0.013. For Primary hepatic
Inareind Merpiatie pisydloeyesi sndiattengigovficah teinl¢hédiffeneroe ofmpared with before
|mr'punolog|c 5index CD4 before and after treatment. For Gastric
carcinoma patients, there is notable significance in the difference of
Limproned 3 @rpdein dex@Gdvid afonbea pd &ftewtred thgents B e Companisompfred with before
reapimmunologic index CD8 before and after treatment Table4O Comparasion
of iImmunologic index CD8 before and after treatment before
Inreratioseh eaftss t esaitrine migdi frambac er{edtiombrefotely ades @k sqmpes(repprirnryvith before
weathgRAtic carcinomad0.25.8(35)29.24.5(25)-1.13.9(25)* gastric
carcinoma31.28.1(29)28.98.3(29)-2.34.4(29)# 10*Primary hepatic
Ferangipsirhepatic 4 cipaipp P3UCIs THRIPNS BERCTAG 9l 2l opBiepaynbargs [Hop %. aggravation

rRnaMishrRiGAsERama patients, there is no notable significance in the
difference of immunologic index CD8 before and after treatment. For

Fes gathitc Eﬁfé‘?ﬁ@ﬁ@%ﬁf@r‘iwg%ﬁ?ﬁ&éﬂgl@ﬁ e AHEE: itpgE Aiffordn abgranulocytes
nu@bémnusplogic index 15 CD8 before and after treatment. 17. Comparison
of immunologic index CD4/CD8 before and after treatment Table4l
Comparison of immunologic index CD4/CD8 before and after treatment
1beiﬁﬁegﬁrsﬁ&uiaﬁaglaﬁemtﬁﬁmgmtfﬂﬁmnce (after-before) x s (n) x s (n)
prlmary hepa}lc‘blcgrc' oma 1 30. 5 34 1.250. f3 25) 0.110. 26(33)*
> 9y 3.000 31594 ma
hepatlc carcinoma, t=2.20, P=0.037. # Gastric @aarcinam@ptsd .5Improved Improved
P 0 145d13f’35For Prlmary H’@fﬁétlc %%Féﬁ%?ﬂa pc?ltlents there is noEabl% o
ance in the difference of immunaoloqi NAEX Ilyllzon

dl]
%@Q{a;gqggg}gryarcﬁgﬁl@astnc3§:arC|nomssl patients,there is po notablg, 0
significance in the difference of immunologic index CD4/CD8 before and

oRfeTIreatment. 5 55 9 36 8 1 1

treatm

q 3 grades

*Grade hemoglobin number accurately according to “WHOgrade criterions for acute and subacute toxicity
reactions of the anti-cancer drugs”.
Aggravation: hemoglobin number grade increased more than 1 grade after treatment compared with
before treatment
Improved 1 grade: hemoglobin number grade lowered 1 grade after treatment compared with before
treatment.
Improved 2 grades: hemoglobin number grade lowered 2 grades after treatment compared with before
treatment.
Improved 3 grades: hemoglobin number grade lowered 3 grades after treatment compared with before
treatment.
For primary hepatic carcinoma patients, improvement rate of hemoglobin number is 6.5% , aggravation
rate of hemoglobin number is 16.1%.
For gastric carcinoma patients, improvement rate of hemoglobin number is 18.2% , aggravation rate of

hemoglobin number is 16.4%.

13.Changes of platelets number after treatment
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18. Comparison of primary hepatic carcinoma y-GT before and after
treatment Table42 Comparison of primary hepatic carcinoma y-GT before
and after treatment before treatment after treatment
difference(after-before) disease primary hepatic carcinoma xs(n) xs(n)
xs( 200.21(_)%) , 076101 8 82 -7.424, tgtzl)e t=1.e.n43, P=0.165; 10 _

T plat nber,a
18 el treatmen B type ultrason

) ) ]
examination: Totally there are 36 cases of prineary hepatiecartipeswal Improved

. M '0 -y
receivé$Bstype ultrasorﬁ'i‘:S@).(an‘iﬁﬁé%i@H,lall thomé abgorrry(fielltlesz argtgers 3 grades

priflS RO PatigRIs.receivgd B type pltrasonic,gxamination, of whigh, 17
cases are normal, 20 cases show 15 abnormalities, rechecked after
ga'éﬁﬁ@%@i%nﬁo pbviou_s chgglges. 2. GT ar_ld MR| examingtions ;4 Gases of 4
primary hepatic carcinoma patients received CT or MRI examinations, 4
* CAIRS pre-Re Malbel R arseS at@aRRaIMMHEGhackaddfeftraatngatsubacute toxicity
obvious changes. 8 cases of gastric carcinoma patients received CT or
reacgiy AARANLEEINE UHSSre abnormal, rechecked after treatment, 1 case is
Aermalon2 litciasasuaber abiaeintadadd. nfpadetyn nspattior Al satekyc dngaxs with before
5 treatarlrrleentnormal before treatment, abnormalities appeared after treatment are
recorded in following table 25 doubtful adverse reaction positive
loasesdtotatredsggdddemogiobin puieblewesduttiond?/9eR B&membeampared with before
- preduction 3/93 incidence rate 7.3% 3.2% WBCnumber reduction 2/95
I§_15/0 36 Granulocytes number reduction1/831.2% Platelet number
Ireductich 2/eds. el ubinbincreds d0ve 0. GYBrAKP afising2/0n 2t ImEGR with before
reatlSing3/933.2% BUN rising1/941.1% serum creatinine rising0/940.0%

Abnormal urine protein2/792.5%
10 Improved 3 grades: platelets number grade lowered 3 grades after treatment compared with before

tr

treatment.
For primary hepatic carcinoma patients, improvement rate of platelets number is 10.3%, aggravation rate
of platelets number is 3.5%.
For gastric carcinoma patients, improvement rate of platelets number is 5.5%, aggravation rate of
15 platelets number is 1.8%.
14. Comparison of immunologic index CD3 before and after treatment

Table38 Comparison of immunologic index CD3 before and after treatment

before treatment after treatment difference (after-before)
disease x*s(n) X+ s5(n) x*s5n)
primary hepatic carcinoma 53.549.7(35) 55.9+9.8(25) 1.8+2.1(25)°
gastric carcinoma 60.2+12.7(29) 61.6+14.0(29) 1.3+9.2(29)*

* Primary hepatic carcinoma, t=4.18, P=0.000.
# Gastric carcinoma, t=0.76, P=0.452.
20 For Primary hepatic carcinoma patients, there is notable significance in the difference of immunologic

index CD3 before and after treatment.

For Gastric carcinoma patients, there is no notable significance in the difference.of immunologic index
CD3 before and after treatment.

15. Comparison of immunologic index CD4 before and after treatment
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Abnornal urine RBC5/796.3% fecal occult blood3/803.8% y . Adverse
event observations During the courses of clinical trails, doubtful adverse
reaction occurred to many cases, including fever, alopecie, choking, short
of breath, non cancer pain, nausea and vomit. constipation and fecal
ocayl tlg) 8%% 5seed igguls in follaw, n)gctsglﬁogou tful adverse events

mparison o unologic mde efore and after treatment Of

breath non cancer pajRrdyReisnsitivanastnateeu@R-NeMifer-before)
constipatian bleeding-cases{r=100}incidencerate77-.0%-11.0%-00-0%-
00.0% 22.0% 33.0% O0.0f/%%,iLn])l.O% 222;3!050/@1153.0% Durlggct;]@l)courses
of treatment, doubtful adverse reaction occurred to some patients, such as

prn Y RLp AIARRSB Ehoking, shogk f breaths honygagcer pain, Jiguseg; vomit
constipation and bleeding, the 10 incidence rate is shown in above table.

gasticarbnGiages , at least angBoubiful adversesigasfion appeats 4tosl

Ubmeushorsi G700 Buitabie tase8. 080 which, 41 cases of prirﬁary hepatic

CHSNRAMA.indGases &f gpstris £arcinoma.are considered as symptoms of
stagnation of poison by Traditional Chinese Medicine CR, PR, SD and PD

FpstBrigrapebapadh B AR REpREE darciAbimEsarecence mohegbligugnes plggpmunologic

5  indedespResdivelya GRaRB@iand PD rate of treatment on gastric carcinoma
are 0, 10.2%,83.0%, 6.8% 5 respectively. Results of 1.5 years follow-up

e P HP ST LR RS 1R ER P ARG eS8 ity THEs At of immunologic index
CD4 GBI &fter treatment.

16. Comparison of immunologic index CD8 before and after treatment

Table40 Comparasion of immunologic index CD8 before and after treatment

before treatment after treatment difference (after-before)
x£s) x*s5(n) x*s(n)
primary hepatic carcinoma 30.2+5.8(35) 29.24+4.5(25) -1.1£3.9(25)°
gastric carcinoma 31.248.1(29) 28.9+£8.3(29) —2.314.4(29)#
10 * Primary hepatic carcinoma, t=1.47, P=0.154.

# Gastric carcinoma, t=2.75, P=0.010.
For Primary hepatic carcinoma patients, there is no notable significance in the difference of immunologic
index CD8 before and after treatment.
For Gastric carcinoma patients, there is notable significance in the difference of immunologic index
15  CDS8 before and after treatment.
17. Comparison of immunologic index CD4/CDS before and after treatment

Table4dl  Comparison of immunologic index CD4/CD8 before and after treatment

before treatment after treatment difference (after-before)
x+s ) x+s ) x+sn)
primary hepatic carcinoma 1.23+0.55(34) 1.25+0.35(25) 0.11£0.26(33)*
gastric carcinoma 1.35+0.44(29) 1.46+0.47(29) 0.00+0.31(29)#

* Primary hepatic carcinoma, t=2.20, P=0.037.

# Gastric carcinoma, t=1.51, P=0.145.
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patients and gastric carcinoma patients are 16.5% and 31.7%

respectively, median life spans of primary hepatic carcinoma patients and

gastric carcinoma patients are 5 months and 11 months respectively,

average survival time are 7.7 months and 10.7 months respectively. 10

ICj;a?)tr,ic ca[lcingma rTBatientsten{olled into tthli)? clinical trailst redj;l%}arinl‘}/‘/%ir} . log

AdVantdd SEYS BHRRTE LG THiC o U528 S A 2Y5S 1LiRGE I AT Shsdgmunclosic
inde€D70)S aboveartihaiapeuticeefficacy on gastric carcinoma demonstrates

E%‘?Hﬁ‘s anvented | ra‘&&*éﬁ't‘s’,”tﬂér‘éﬁ‘s' ness Mgdicing COMPORIIER Nas rEAlve Hologic index

etter effects on ggs IC' carcinoma (considered as symptom o stagnalﬁon

CD4giyrcsore bydkfgditiowa¢Chinese Medinine). PR rate is 10.2%, SD rate is

83.0%, 1 year survival rate is 31.7%, median life span is 11 months. 15

Results of solid tumor foci size assessment indicate: Comparison of tumor

18fo€ionipariefprirpranuidpeitic earainomaCbicioiacand aifterereatnient, there is

notablergigryficange,in e éfﬁﬁ%%%péﬁ%m%!ﬁ%%%%%féh%i_a?ié%rg tment
—gastre-eareoemabefereand ce

in the differencebdiomnaeafoechsize is mifimizacholviousifsafief ifeatrfert)
suggasting t : I ttromat-eh o . an

minimize tumor fociwhemused to treat gasifig) carcinoma (ycepgiglered as

pilthaesdpeuriic effects on main symptoms demonstrate: After treated with the
invented TraditicAAPEHHESMedicind GHfcERidn, KarmdfsikF3Ehres,
body weights, appetites of the primary hepatic carcinoma patients and
gatric carcinoma patients increasdd!.2% oRr7oushy compared with before
treatment.There is notable significance in their differences. After treated
with the invented Traditional Chinese Medicine composition, symptoms
SlicResd st doegcdvgyrsutinatiiy fteaiAimess, gastric discomfortableness,
lossgaf AR RIS IASIE.Rf Mouth, spontaneous perspiration, night

sweat, upset, tantrum, choking, short of breath, cancer pain, abdominal
distelsiBine afe SaIFarAb SR ES MRS St ACBTETIE tehbhiuns WBEsapgwgamination, all

sﬁ@&uH&ahﬁ%&lﬁi@,tﬁﬁkﬂhﬁ‘em}{&me@cﬂ{é@l&ﬁiOdlﬂal thrﬂﬁ&@ Mﬁgffﬁmﬁies. 37 cases of gastric
composition can improve survival qualities of patients and ameliorate

CUTICER SYHTBIOITS B PARER Y YT GEur Y iaeaf phittary/ fesgatie normal, 20 cases show
ABRAIGHARBA RO gastic aarsiRamao(oeonsidarasas ymptom of stagnation of

poison by Traditonal Chinese Medicine) Results of laboratory
e%(a%TﬁﬁﬁMﬁﬁW%%“?&% to immunological index, Comparison results

befoie asfchatiet tieain e nt temopsirate dhated@NGEE R S8minations, 4 cases are normal,

D3,CD4,CD4/CDP8 af the primary hepatic carcinoma patiepts hav . .

e T TN L O e o e L s crcioms
ploiwrey iaivedh 03eoMBéE forentned@inaatit A€ BB, abBenked bio usachaingesise is normal,
7lga%ggge%%gr@r%tl the invented Traditional Chinese Medicine composition

can enhance cellular immune functions of primary hepatic carcinoma

patients, while it may not enhance cellular immune functions of 5 gastric
c&r_cg’gggmﬂ@%gg&ts. WBC, granulocytes, platelets of primary hepatic

carcinorma patients and gastric patients have no obvious augmentations

afé paiesnindexst g nsumah ReFgrer seaiiienef 2D veaivissofplitiisbd ftraiisamigoate recorded in
SRR demonstrate that the therapeutic effects of the invented

Traditional Chinese Medicine composition on primary hepatic carcinoma

are not so obvious, 10 PR rate is only 2.4%, however, Karnofsky scores,

bOXm weights, appetites of the primary hepatic carcinoma

doubtful adverse reaction positive cases/total cases incidence rate
Hemoglobin number reduction 7/96 7.3%
RBCnumber reduction 3/93 3.2%

WBCnumber reduction 2/95 2.1%
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patients increased obviously compared with before treatment, at the same
Lime, symptoms such as fatigue, dry mouth, thirst, cancer pain,
dizziness, abdominal distension and cellular immune functions are
improved to some extent compared with those of before treatment. The

' Tt T TC iti tterctimicat

—mvented TraditionmatChimese Medicime composition has be
EHRLSYEH trERThEAt SP8astric carcinoma, PR/Fate is 10.2%, Karnofsky!2%

PRGaEesubebRdycuights, appetites of the gastpie carcinoma patients  1.1%
increased obviously compared with those of before treatment, at the
BRI &8y mptoms such as fatigue, gastfie discomfort, loss of 0.0%
Apetibg, dry mouth, thirst, cancer pain, dizzamess, abdominal distensiani %
C?ylerasmeliorated compared with before treatment. During the course of 3.9%
reatment, few patients were damaged in liver, kidney functions and ™
Bigmaiopoielic systems, some patients had 88$picious adverse reactionse
Sierglgr{lu(grgggnflgvggmalopecie,choking, short of br tl‘ 20 non cancer pain,
nausea and vomi. constipation and bleeding, but they still do not stop
Apsingitheitesirogomposition. 25 Application eXéthple 2 Clinical trail 2.5%
Sumnmany.efagdiunctive therapy using the invegpiged Traditonal Chinese g 5,
Medicine composition on primary hepatic carcinoma Object and method |
fesabiceubbteated object 1. Chinese medicine $¥drome diagosis criterioh3%

the same as example 1 2. Western medicine diagnosis criterion: the same
as diagnosis criterion of primary hepatic carcinoma mentioned in
appheatiohesxripRevatias 3. Inclusion criterion (1) Patients of stage El

withouhtabarLlintenentian anateinifieacddl QUIRE R file 28N A ding fever,
application example 1 4. Excluding case criterion The same as application

aloRefispraokinkchpit CoPEMib A EMTBREEN RS2 3511 P SRS Emc M éxgp! oceult blood,

stkailsa39id flinailidesigns Adopting randomized controlled trial. Dividing into
different groups via simple and random methods, The researchers

acquired random number through operating random key (INV,RAN) on

dCasfjo(fx-3600p) calculators, mak_iﬁgginto random allocated 5 cards,
QRIS Fie RAVIopes, sefESFHIMBr of envelope is' RS C5HIE s that of

(gard, certificated. Suitable cases entered info trail, accordlngztgqenterlng
Ime sequence, opened the envelope and divided according 10 the cards
aprgpierly. 5.Adiministration manner and dosage: Treat groupl1%Begin to
take the ipvented Traditional Chingse Medicine composition gb@lly 1 week
oba ]S:av1ty u cefl‘ . . . .U% .
efore’the first hepatic artery intervention chemotherapy plus embolism
ctivecapyreasion each day, 15m1 eaeh time (1 ml containing cPdfe drugs
cgozi%g)an%%ﬁ 9{\5}&'{9 the early mqning and gvening, 'Faken Wi, warm
water, performing the second hepatic artery intervention chemotherapy
nensaiPaiism therapy after 4 weeks, performing twice toged&r. The
nipeeRtet Eraditional Chinese Medigine composition is taken {ogg,
consecutive

nausea and vomit 11 11.0%
constipation 22 22.0%
bleeding 3 3.0%

During the courses of treatment, doubtful adverse reaction occurred to some patients, such as fever,
alopecie, choking, short of breath, non cancer pain, nausea, vomit. constipation and bleeding, the
incidence rate is shown in above table. For 36 cases , at least one doubtful adverse reaction appears , total

incidence rate of doubtful adverse reaction is 36.0% (36/100) .

Conclusions

37



10

15

20

25

30

35

15 2 months. Control group: 4 weeks after first time hepatic artery
intervention chemotherapy plus embolism therapy, performing second
hepatic artery intervention chemotherapy plus embolism, performing twice
togather. 6. Chemotherapy regimen: 20 DDP 60mg/M2 ADM 40mg/M2
| -Fu,t61())10m /M2f7. Emb4ollism methods: il(l)dized oil.plus gj%latin sggfon?te. .
084GRS EFTSu S I and HRIStR SN JEPAHO G e PacorGEER A G cinoma-are
considhini¢al ghgesvatidsdabelo?d BoCaurgdraditieatrarints@NRdiaths. (the
r tc e of Stagelllll patients will also be.2 months fo
G e B e R B b0 14
respeqtigtiodSR, Tike SBmedaBlxapplicetiorrexamplegds@0 Kircinerapeutic éfféei83.0%, 6.8%
respe%gvseq?sment criterions. 1. The same as application example 1. 2.
Assessments of life spans and survival rates: life spans after treatment
Resafsrofd theetimlelfeomitbdigirrariget shoattheirt terdeathy b rakedaeifeliobgnapc carcinoma

patieﬁ?lg(ﬂw_ééptﬁleggc%lﬁg 5&&(@%@?@5%%{{%%3&% \;[cthépdllﬁgﬁlﬁnﬁe spans of primary

summarizing of clinical trail data 40 Collecting all data, inputting into ~
hepaiieypafsiens, ReBpIStrERdieRs Harals e by BIGNERTI N POBIS GRivElrEomRikiprgectively, average

surviShalighical He%{m&@taa@%mai&e%[yg&maﬂze clinical trails, making
objective assessment about clinical adjunctive thera}g)eutic effects and

G%Hf%ﬁ?rﬁifnﬂﬁ’@ iPRISAtRENPHEditYh Qrichineddrvie areimal éjrﬁﬁ% 6 gge. of which, stage
I, Pricaary hepstic carinemg. ZeStatisical methodi-ppumerationdatadattic carcinoma
analyzed by X test, ranked data are analyzed by Wilcoxon rank sum test, )
dem"(%%zi ‘ié};ﬁia‘éf‘r'?ée%éaéﬁ‘@l}%e‘&‘ﬂﬁsﬁM%‘iﬂ%ﬁ%‘fﬂf&"ﬁé@‘bﬁ%ﬁ SHAHRRGUR §gects on gastic

carciddg0 sasdaanalyzepemusn emgtiandaigolste spanamnchguriivakral@eaiienc). PR rate is

nalyzed usjng life table method.a djéa lan-Meier method. 10 Results |
102 L A LGS - 15 aRE R s SR LA 8 s for
aqontiiol grolip ratloafectiagnosethas ftimary hepatic carcinoma by westen

edicine and as symptom of .stagnation of oisonb Tra(gitriongl thne e .

OlaFaIISOH umor roc¢i Sl%e (%f:] 1M hq?acgb(.‘l carcinQma. belore. a after treal nt ere is notable

edicine. Please refer to comparable analysis for information abou
signg@anegie anditlisemse. 15 [l.Comparable check of two groups 1. Sex

CUIRIHESIO CRMRAHRON;Of 1o AIRURE LARIG! SEX COMPAISORAEMP there is notable
groups group cases male female
significance in the difference. Tumor foci size is minimized obviously after treatment, suggesting the

invented Traditional Chinese Medicine composition can minimize tumor foci when used to treat gastric
carcinoma ( considered as symptom of stagnation of poison by Tradtional Chinese medicine)

Therapeutic effects on main symptoms demonstrate:

After treated with the invented Traditional Chinese Medicine composition, Karnofsky scores, body
weights, appetites of the primary hepatic carcinoma patients and gatric carcinoma patients increased
obviously compared with before treatment.There is notable significance in their differences.

After treated with the invented Traditional Chinese Medicine composition, symptoms such as fatigue,
dry mouth, thirst, dizziness, gastric discomfortableness, loss of apptite, bitter taste of mouth, spontaneous
perspiration, night sweat, upset, tantrum, choking, short of breath, cancer pain, abdominal distension, are
all improved compared with before treatment.

Above results indicate that the invented Traditional Chinese Medicine composition can improve survival
qualities of patients and ameliorate clinical symptoms of patients when used to treat primary hepatic
carcinoma and gastric carcinoma ( considered as ymptom of stagnation of poison by Traditonal Chinese
Medicine)

Results of laboratory examination show:

As to immunological index, Comparison results before and after treatment demonstrate that changes of
38



10

15

20

25

30

35

treat group 124 110 14 control 59 51 8 X2=0.195 P=0.659 Sex
comparison of two groups, there is no notable significance in the
difference. 2. Age block comparison of two groups 20 Tablet Age block
(year) comparison of two groups group cases 21-40 41-50 51-60 61-75 xs

t 2 124 51.210. O control 59 13191710X
CD3I§%% éﬁé é)B 1(1 P_rlén%rg eEfltlﬁ ge%tle&sc 61\r/ﬁ: 6 agrlsocralmct) %eren?e,t\ivhlle CD4,CDS8
of th¢heseitsnoinoiabhesignititangehan thesdiffeésneacaBnddis€R3A DO UES @0 obvious changes.
[ of two gr T %eS Djsease course arls n of tw
s G e e T o S S At mmune
func@mhﬁbgﬂ@upﬁ@ﬂﬁd@ﬂminozmlp@%tpﬂ%l oy oasggmnqmathgaomplmmd flunctions of
gastrf case.d 90&8'{55 | group are not recorded. Disease course comparison of two
groups, there IS no notable significance in the difference. 5 4. Past
Wheagmeneotin pétiden dfmengrbenscrealivanRapstia anesis crperisdngfno obvious

auglﬁgggtg{&%rg;&m&gses*untreatedoperationTCMTAI treat group 113 85

In summary, results of 100 cases of clinical trails without control demonstrate that the therapeutic effects
of the invented Traditional Chinese Medicine composition on primary hepatic carcinoma are not so obvious,
PR rate is only 2.4%, however, Karnofsky scores, body weights, appetites of the primary hepatic carcinoma
patients increased obviously compared with before treatment, at the same time, symptoms such as fatigue,
dry mouth, thirst, cancer pain, dizziness, abdominal distension and cellular immune functions are improved
to some extent compared with those of before treatment. The invented Traditional Chinese Medicine
composition has better clinical effects on treatment of gastric carcinoma, PR rate is 10.2%, Karnofsky scores,
body weights, appetites of the gastric carcinoma patients increased obviously compared with those of before
treatment, at the same time, symptoms such as fatigue, gastric discomfort , loss of appetite, dry mouth, thirst,
cancer pain, dizziness, abdominal distension are ameliorated compared with before treatment.

During the course of treatment, few patients were damaged in liver, kidney functions and hematopoietic
systems, some patients had suspicious adverse reactions including fever, alopecie,choking, short of breath,
non cancer pain, nausea and vomit. constipation and bleeding, but they still do not stop using the test

composition.

Application example 2 Clinical trail summary of adjunctive therapy using the invented Traditonal
Chinese Medicine composition on primary hepatic carcinoma
Object and method
I choice of tested object
1. Chinese medicine syndrome diagosis criterion: the same as example 1
2. Western medicine diagnosis criterion: the same as diagnosis criterion of primary hepatic carcinoma
mentioned in application example 1.
3. Inclusion criterion
(1) Patients of stage [1 without taboo of intervention and chemothery.
(2) Others are the same as application example 1
4. Excluding case criterion
The same as application example 1 except condition mentioned in (4)

IT. Methods of clinical trails
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15 0 13 Control5844833 Fisher's exact test P=0.07 * 11 cases in treat
group and 1 case in control group are not recorded. Past treatment
comparison of two groups, there is no notable significance in the
difference. 10 5. Foci of Liver Cancer type comparison of two groups

 Tables Foci of Liver Cancer type comparison of two groups group cases

masswégfl)}pe nodular type diffuse type treat group 124 76 38 control 59 35
AopRighendexadictesbRd0rBY9 10 4 Pathological diagnosis comparison of

WQ.gro ere is no notable significance in the difference. 15 6. .Cljnical
O D e Fh SR B R Rm number
throughoupsigre upcisekthl [(INFEBRAYouP R (6 FB0RP) colitial®9.1H4KinEiShen'sdom allocated

cards?)s(&%(f%‘? t[lfc): :egvgl%geglgg}.‘%?lnﬁ%? &Oép\%%%qp tgé E\Q’rgegars_otﬂﬁ)tsottggrl(’f Jérﬁ‘@catefd. Suitable

notable significance in the difference. 42 7. Tumor foci size comparison o
cases@setpcb Ut RE e g by dpjeiingziene comparisagsf thocgyelaps agfodipided according to
the ngﬁg&é@gt group 112 control xs 71.4663.23 55 78.0357.04 rank sum test

4

u=1.0 =0.292 *12 cases in treat group and 4 cases in control groups

Sardisgsienypansisnedncisate size. Tumor foci 5 size is measured by
Proglugdugf two perpendicular maximum diameters of tumor or sum of

products of multiple foci Scmxcm )
Begin to take the invented Traditional Chinese Medicine composition orally 1 week before the first

hepatic artery intervention chemotherapy plus embolism therapy, twice each day, 15ml each time (1 ml
containing crude drugs 0.75g), taken once in the early morning and evening, taken with warm water,
performing the second hepatic artery intervention chemotherapy plus embolism therapy after 4 weeks,
performing twice together. The invented Traditional Chinese Medicine composition is taken for consecutive
2 months.

Control group:

4 weeks after first time hepatic artery intervention chemotherapy plus embolism therapy, performing
second hepatic artery intervention chemotherapy plus embolism, performing twice togather.

6. Chemotherapy regimen:

DDP  60mg/M’

ADM  40mg/M*

5-Fu  600mg/M’

7. Embolism methods: iodized oil plus gelatin sponge

Dosages of iodized oil and gelatin sponge should be recorded in details in clinical observation label.

8.Course of treatment: 2 months.(the treatment course of StageIIIll patients will also be 2
months for the convience of future statistical analysis of data.)

9. Observed items and methods:

The same as application example 1

III. Therapeutic effects assessment criterions.

1. The same as application example 1.

2. Assessments of life spans and survival rates:
life spans after treatment refer to the time from beginning of treatment to death or the last follow-up.
Follow-up need at least 1 year after treatment.

IV. Handling and summarizing of clinical trail data
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Tumor foci size comparison of two groups, there is no notable significance
in the difference. Table8 Portal vein tumor embolism comparison of two
groups group cases negative positive treat group 124 104 20 control 59
46 13 X2=0.943 P=0.331 10 Portal vein tumor embolism comparison of
T e R e
statisTied |l eBdaenoiakyasagsa, camparisonliofchivo gro upskinefobe dieatisesdment about clinical
. groupcases60-69 70-7980-8990-100xs treat groupl248 5655574.7.7.0 »
s S T L Pt o Aet o 8 B U g omposiin on
primi¢ahapfgkyasdarmacomparison of two groups before treatment, there is
notable significance in the 15 difference, Karnofsky score of treat group is
5 Stevweedharibivatofeoriroldgroup defioe tredtriventralisdol i@ Boahybirsibit Wilcoxon rank
%I;g) comparison of two groups before treatment group cases 40-50 51-60
sum gepl7 (WP SHIPIG TEEE GFoGRreede S0l 888 68 1599 cuHisIss 075 to analyze
enunRr@Zoh QlfF e spaaxaet tesitr 2.81 e PR RFQ. GRS tiiRatae0bd eas&aplan-Meier
in treat group is lost. Body weight comparison of two groups before
methgds atment, there is notable significance in the difference, body weight of
treat group is higher than that of control group. 5 Tablell Appetite
(taels/day) comparisgen (fgtwo groups before treatment
groupcases2-44-5.9 =7.98-10xs treat group 124 14 44 41 256.0 1.6
[ .Geontrdis99731126.11.6 X2=12.358t=0.464 P=0.006P=0.643

183 suitable cases, 124 cases for treat group, 59 cases for control group; all are diagnosed as primary
hepatic carcinoma by westen medicine and as symptom of stagnation of poison by Traditional Chinese
Medicine. Please refer to the comparable analysis for information about sex, age and disease .

15 II.Comparable check of two groups
1. Sex construction comparison of two groups

Tablel sex comparison of two groups

group cases male female
treat group 124 110 14
control 59 51 8
X’=0.195 P=0.659

Sex comparison of two groups, there is no notable significance in the difference.

2. Age block comparison of two groups

20 Table2 Age block ( year) comparison of two groups
group cases 21-40 41-50 51-60 61-75 ; +5
treat 19 40 42 23
124 51.2410.0

group

control 59 13 19 17 10 50.1+10.6
X*=1.400 t=0.650
P=0.705 P=0.516

Age block comparison of two groups, there is no notable significance in the difference.

3. Disease course comparison of two groups
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Appetite comparison of two groups before treatment, there is no notable
significance in the difference. 9. Main symptoms and signs comparison of
two groups before treatment. Tablel2Fatigue comparison of two groups
before treatment* groupcasesgrade OgradeDgradeDgradeDgradeD treat
oD AR LR a0nED e gt w2457 P0014
Gragedp : Be fatiguasaiter activitiess, difficult todecover Gredelll: beXatigue
during rest GradelV; Lying in bed Fatigue comparison of (w0 groups
bet:rf%arté'i?lé%tment, thIellrge is notabf?e17 significancrlerzgin the diffe%ence, 15 %tigue
levekdfgixedt group is8severer théh that of comérol goup. Téblel3 Dry 4
mouth, thirst comparison of t\ggzggggps be %escggrleatment*
groupcasesgrade OgradeDgrade Dgrade Dgrade D treat group 124 98 20
* (@& comtnogsArlhd 2 1sd i rankosproupest uetlcb@deP=0.177 *Grade O:
pONE.FHAdS | Ay MeHih Gradells. div mevih and hroat Ao dasie for
drink. 5 Gragefl: ry mouth and t roat, desire for drink. GradelV: gry
mouth, sore throat. Dry mouth, thirst comparison of two groups before
5 4.%?&%&&%&1%&%5&9 gg@j)fmsdifference. Tablel4 Bitter mouth
comparison of two groups before treatment groupcasesgrade

Ogradépgleidit iseameToienrispieal HoUpUp24 86 28 4 6

group cases untreated operation TCM TAI
treat group 113 85 15 0 13
Control 58 44 8 3 3
Fisher's exact test P=0.07

* 11 cases in treat group and 1 case in control group are not recorded.

Past treatment comparison of two groups, there is no notable significance in the difference.

10 5. Foci of Liver Cancer type comparison of two groups
Table5 Foci of Liver Cancer type comparison of two groups
group cases massive type nodular type diffuse type
treat group 124 76 38 10
control 59 35 20 4

Fisher's exact test P=0.879

Pathological diagnosis comparison of two groups, there is no notable significance in the difference.

15 6. Clinical stage comparison of two groups

Table6 Clinical stage comparison of two groups

group cases I II I
treat group 124 6 92 26
control 59 1 51 7
Fisher's exact test P=0.210

Clinical stage comparison of two groups, there is no notable significance in the difference.
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0 control59507200 rank sum test u=2.253 P=0.024 Bitter taste of mouth
comparison of two groups before treatment, there is notable significance
in the 10 difference, Bitter taste of mouth of treat group is severer than
control group. Tablel5 Spontaneous perspiration comparison of two
groups before treatment* group cases gradeO grader grade El grader
grader treat group 124 110 13 1 0 0 control 59 57 2 0 0 0 rank sum test
7.uiﬂnﬁﬁ%asﬁe&z%ﬁﬁs&ﬁlefﬁ)wmgm;@rade | : sweat occasionally after
activities. ,tl%rlager syeat Z|ernmed|ga;1rtle ter activities. 15 Gradelll: sweat
dllr‘inﬁ res 1mrl Q\I\IF\Q \/e r:\n nnn%anrgnllq nprinmtlnn
compangon of two groups befere treatment there is no nota'ble
significance in the difference. Tablel6 Night sweat comparlson of two

groyps leflgre treatment* g g}&)casesgrade Ogradergragle 4% rgrader
treat group 124 111 10 3 0 0 control59553100 rank sum test u=0.801

P=0. &2}3}(45 *Grade 0: none 5@rade [ occaS|onaIIy Gra;@e,lﬂ;,g)f@n

groups before treatment there |Sde<ramtatb$e srgﬁlf[édnce |ﬁ=t®té92j|fference.

Tablel7 Upset and tantrum comparison of two groups before treatment*
gt%ﬁﬁ%é@ﬁr%ﬁ@ba@%@??b%&éﬁoé Faed aéeré?fétb"?rté’ﬁf dr‘&fﬁl‘i”é%els% gumor foci

5  size 8 Qﬂ@aﬁﬁéﬁr@* @%5&2&70@ &0 perpendicular maximum diameters of tumor or sum of products of

multiple foci (cmxcm) .

Tumor foci size comparison of two groups, there is no notable significance in the difference.

Table8  Portal vein tumor embolism comparison of two groups

group cases negative positive
treat group 124 104 20
control 59 46 13
X?=0.943 P=0.331
10 Portal vein tumor embolism comparison of two groups, there is no notable significance in the difference.

8. Karnofsky score, body weight and appetite comparison of two groups

Table9 Karnofsky score comparison of two groups before treatment

group cases 60-69 70-79 80-89 90-100 -

xts
treat group 124 8 56 55 5 74.7£7.0
control 59 2 22 20 15 78.4+8.4
Fisher's exact test t=3.095
P=0.000 P=0.002

Karnofsky score comparison of two groups before treatment, there is notable significance in the
15  difference, Karnofsky score of treat group is lower than that of control group before treatment.

Table10 Body weight (Kg) comparison of two groups before treatment

40-50 51-60 61-70 71-87 -
group cases s

treat group 123" 6 27 52 38 66.0x9.1
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rank sum test u=0.643 P=0.520 10 *Grade 0: none Grade | : upset,

self-controllable Grade Il : upset, self-uncontrollable Gradelll: burning

sensation of five centres, irritable GradelV: manic 15 Upset and tantrum

comparison of two groups before treatment, there is no notable

significance ip the difference, Tablel8 Dizziness comparison, of two

gcrolﬁrﬁ’g beforggtreatmgnt* groag cases Eg)éradeo gr%deD grgzdé%%gradeD

gradeD treat group §ig4 112, /5.0 0 control 59 51 6 2 0 O, rank,gum test

u=0.739 P=0.460 *Grade 0: none GradeD: dizzy occasionally 20 GradeD

- dizzy regularly Gradeltx0di%y persistently GradeD: ne€dliedh bed

Dizingss cQMParison afitwggroups before treatment, there is no notable

significance in the difference. Tablel9 Jaundice comparison of two groups

bEfske WaahmemPatisog relipeasesrirAgOr JrstiBengradsE|igigieiegpiggiicance in the
GitERAEGTRID A2 Lol B GO} B EilaBo? BRksRRIHUM test u=0.082

P=0.934 *Grade 0: none GradeD: albuginea oculi mildly stained yellow

GradeD: albuginea oculi and skin mildly stained yellow GradeD:

5 albugipe oculb g skivistained-sapianyellow adapadable albuginea oculi

alcel pall QMpPpafdson O ANO _OIrOUPS Delore 2atment*
greugoasesgradeOgradetgrade Elgradegradie” treat gfoup 124 46 48.29
10
control 59 9 7 31 12 6.1+1.6
X?=12.358 t=0.464
P=0.006 P=0.643

Appetite comparison of two groups before treatment, there is no notable significance in the difference.
9. Main symptoms and signs comparison of two groups before treatment.

Table12 Fatigue comparison of two groups before treatment’

group cases grade 0 gradel] gradel] gradel] gradel]
treat group 124 34 47 27 16 0
control 59 21 30 6 2 0

rank sum test u=2.457 P=0.014

*Grade 0: none
10 Grade [ : Be fatigue after activities, easy to recover

Grade Il : Be fatigue after activities, difficult to recover

Gradelll: be fatigue during rest

GradelV: Lying in bed

Fatigue comparison of two groups before treatment, there is notable significance in the difference,
15  fatigue level of treat group is severer than that of control goup.

Table13 Dry mouth, thirst comparison of two groups before treatment’

group cases grade 0 gradel] grade [ grade [ grade [
treat group 124 98 20 6 0 0
control 59 41 15 2 1 0

44



10

15

control582331400 rank sum test u=1.509 P=0.131 *Grade 0: none 10
GradeD: mild (discomfort, no upset) GradeD: moderate (bearable, no
upset) GradeD: sereve (positive position, demand painkiller) Gradell:
uncontrollable (upset, passive position, need painkiller to relieve) Cancer
pain comparison of two groups before treatment, there is n table
significance in the 15 differenceraflgts)\]élﬁe&bdg?r}li%teﬁ distsgﬁgi%?r?
comparison of two groups before treatment*
groupcasesgradeOgrade”grade Elgrade”grade” treat group 124 47 57 12
8o Atra193221330 rank sum test u=2.052 P=0.040 *Grade 0: none
eradell: abdamipal distension , relieved after passage of gas by anus, no
ascites. Gradell: abdominal distension unrelieved after passage of gas by

Sinds Thio iy areh 6 thepallan IepisisisHdominal distension with small or

medarateNalisne Af asclies. ¢ raggll: obvious abdominal distension

with large volume of ascites Abdominal distension comparison of two

Gratids beroretbantfdhiothere is notable significance in the difference,

ahdeminakdistensiansoh teabgrou ieseyesamtihammerntral grauRah difference.

Asciies, 91d ghdomen circumference size cqmparison of two groups
elfore tred - ] 4 O ON O O Aroups pefore

D ) Al A Dd ) 1§ [
treatment. graiygs casesgnidbout withrddeat groupad24 contpedde9 113 Siadel

ttbre ol No notable signifis@dnce in thé&ifference4 Table23 Abdomen 0
circumference size comparison of two groups before treatment
control 59 50 7 2 0

rank sum test u=2.253 P=0.024

Bitter taste of mouth comparison of two groups before treatment, there is notable significance in the

difference, Bitter taste of mouth of treat group is severer than control group.

Tablel5  Spontaneous perspiration comparison of two groups before treatment”

group cases grade( gradel gradel gradel gradel
treat group 124 110 13 1 0 0
control 59 57 2 0 0 0

rank sum test u=1.769 P=0.077

*Grade 0: none

Grade [ : sweat occasionally after activities.
GradeIl : sweat immediately after activities.
Gradelll: sweat during rest

GradelV: sweat vehemently.

Spontaneous perspiration comparison of two groups before treatment, there is no notable significance in

the difference.

Table16 Night sweat comparison of two groups before treatment”

group cases grade 0 gradel gradel gradel gradel
treat group 124 111 10 3 0 0
control 59 55 3 1 0 0

rank sum test u=0.801 P=0.423
45



10

15

20

group cases treat group control xS 94 82.898.22 36 80.869.59 rank sum
test u=1.272 P=0.203 10 *Data of 30 cases in treat group and 23 cases in
control group are lost. Abdomen circumference size comparison of two
groups before treatment, there is no notable significance in the difference.
11. Tongue Picture and pulse tracings comparison of two groups before
@2 eént" ™S Table24Tongue Picture comparison of two groups before
tredtmentgreispddsesthin and thin and yellow and yellow and
)é/rr;iéee}iellg}/tve%reasythick treat group 123 29 47 41 6 control591725134
Isher's exact test P=0.426 Tongue Picture comparison of two groups
befdril treatmerthtthere is no notable significance in the difference.
Lablge> Tongye texture comparison of two groups before treatment group
cases carmoisin red dark red/ purple dark/ petechia/ e cyanochroia
Reghyrmesisa®irsar gfoliyl 20203862 dsatMsIBO0PEB2iisharighdxatgnificance in the
1estR=0.0024 Tongue texture comparison of two groups before treatment,
there is notable significance in the difference. Table26 Pulse tracings
comparison of two groups before treatment groupcasesevenastringen

stringSMPONWREK.h @At SHBRF=30n of two groups before treatment”

group cases grade( gradel gradel gradel gradel
treat group 124 106 9 9 0 0
control 59 52 7 0 0 0

rank sum test u=0.643 P=0.520

*Grade 0: none

Grade [ : upset, self-controllable

GradeIl : upset, self-uncontrollable

Gradelll: burning sensation of five centres, irritable

GradelV: manic

Upset and tantrum comparison of two groups before treatment, there is no notable significance in the
difference.

Table18 Dizziness comparison of two groups before treatment”

group cases grade( gradel gradel gradel gradel
treat group 124 112 7 5 0 0
control 59 51 6 2 0 0

rank sum test u=0.739 P=0.460

*Grade 0: none

Gradell: dizzy occasionally

Gradel: dizzy regularly

Gradell: dizzy persistently

Gradel]: need lie in bed

Dizziness comparison of two groups before treatment, there is no notable significance in the difference.

Tablel9  Jaundice comparison of two groups before treatment’
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4 35 69 12 3 control5901528115 Fisher's exact P=0.089 test SPulse

tracings comparison of two groups before treatment, there is no notable
significance in the difference. 12..AFP, y-GT, and LDH level comparison
of two groups before treatment Table27 AFP (ug/ml) comparison of two

g?&?ﬂé’12315§§sfé80.5?9 conuBlEs22036.£5818330 7 X353 73 p£5d5

té!;P comparigon of two graups beforg treatment, there Is ng notable

&gt’%ﬁ?cgnce in the difference. Table28 y-GT comparison of two groups
kefarg treatmept group cages treat group 96 control 43 xs 79.75133.86

_170.79171.69 1=0.333 P=0.739 10 y-GT comparison of two groups before
treatment, there is no notable signifieanestin the déferenee0.3able29 LDH
comparison of two groups before treatment group cases xs treat group 59
280810t 26270 49 control 24 210.00135.57 t=0.334 P=0.739 LDH
eQmPparisan AR aroiag befere,iratment, there is no notable

significance in the difference. Above results of comparability check show
fhatsex dHyeingiesai endotiis e Paseirediisient methods, tumor type,

glinigal S&%@in@%&@ﬁ'aﬁ%ﬁ%ﬁﬂgﬂdhﬁ%ﬁ%ﬁms of two groups have no
significant differences, except Karnofsky scores, body weights, fatigue,

Gt tastuinro! AdbimitrdisisnLdaYongue 5 textures. Though

rampey isapfkasnelskossosas dadnaei ghts.i{atigdepRitighitastReah the difference.
mouth, abdominal distension, treat group are worse than those of control
groups, considering these factors may influence

Table20 Cancer pain comparison of two groups before treatment”

group cases grade( gradel] gradel] gradel] gradel]
treat group 124 46 48 29 1 0
control 58 23 31 4 0 0

rank sum test u=1.509 P=0.131

*Grade 0: none

Gradel]: mild (discomfort, no upset)

GradelJ: moderate (bearable, no upset)

Gradel: sereve (positive position, demand painkiller)

Gradell: uncontrollable (upset, passive position, need painkiller to relieve)

Cancer pain comparison of two groups before treatment, there is no notable significance in the
difference

Table21  Abdominal distension comparison of two groups before treatment”

group cases grade( gradel] gradel] gradel] gradel]
treat group 124 47 57 12 8 0
control 59 32 21 3 3 0

rank sum test u=2.052 P=0.040

*Grade 0: none
Gradell: abdominal distension , relieved after passage of gas by anus, no ascites.
Gradel]: abdominal distension ,unrelieved after passage of gas by anus, no ascites.

GradelJ: obvious abdominal distension with small or moderate volume of ascites.
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10

15

therapeutic effects conparison, so Logistic regression analysis is

necessary when comparing therapeutic effects. Ill.Therapeutic effects

comparison 10 1.Total therapeutic effects comparison Table30 Total

therapeutic effects comparison groupcasesCR(%)PR(%)SD(%)PD(%)

g%a%te%rou 124019978 9%15 3%78 %6.5% co%rol59044411

A% 8o I 583 L RIETE A ARSI AP g 70 R ¢ B5K T able 3lLogistic

regatemma'imﬁteaiymsmﬁﬁmﬁa&ﬁhﬁmp@nﬁ@eﬁﬁcts’trémhencoﬁffﬁcnends\Alﬁ«ict@tEﬁ?:ance in the
dlfPe/:ErieIlljceeRaR 5%1)1 %%:?ﬁdence nte aIu0 sR Rv er than control grou

groupt.5408.53310.0034.66 R et sky o £

scoresO 1027.70510.0061. 111 03-1.19 constant-6. 3035 22810.022 *

0. Rudingelnical nansult.elacts inie o Falpaniigs, AL [ mere than
stability and progession 15 disease. arlab e includir g group, Karnofsky
scorEbldIddyapesi gprmpapsatitetwoi et paseéorst tragmit-abdominal distension,
tong texture u5|995gackward mgvtltgrpoql o select varighles, select results

K es h ble-sighificance.
H@sfrﬁ@u& Lemeshé% test of model113(2 0. 199 P 0. 9915 ,indicating model
fitting,is good. CR, BR, SD and PD rgtes of treat grougare

LIS /0O /076 tes of
control group are 0%,6.8%,74. 69K NI 4B.6% respeltvély. There is
otakle signicansen the R0 ditferrace-RetRED MV AP RDS: K QRIARHD Gitference.
that factors including Karnofsky scores, body weight, fatigue, bitter mouth,
abdominal distension may influence therapeutic effects, so Logistic

regr@&&@memlxgﬁI§@mﬁ@§§§@r%m&%mawegrmr@d@&@%a%ﬁ&ﬁts

ggmf&f%‘ﬁbe 5 in thelr differéficés, relative risk (RR) of conffal group to
__treat group is 4 66, suggesting that the risk of disease progressionof
contsal grodp is 4.66 times ofthe treat group. 2. Life spanauxbsurvival
rates comparison of two groups after treatment. Table32 Death
comparasion of two groups 8aveeks after treatment deaih {Geuse)

u=1.272 P=0.203

comaxisbleeding treat group 12438254 test
*Data of 30 cases in treat group and 23 cases in control group are lost.
Abdomen circumference size comparison of two groups before treatment, there is no notable significance

in the difference.

11. Tongue Picture and pulse tracings comparison of two groups before treatment

Table24 Tongue Picture comparison of two groups before treatment

thin and thin and yellow and  yellow and
group cases
white yellow greasy thick
treat group 123 29 47 41 6
control 59 17 25 13 4
Fisher's exact test P=0.426

Tongue Picture comparison of two groups before treatment, there is no notable significance in the difference.

Table25 Tongue texture comparison of two groups before treatment

group cases carmoisin red dark red/ purple dark/ petechia/

e cyanochroia ecchymosis
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6 4 7 2 control594821521 combined death cases X2=0.022 P=0.882
Death comparasion of two groups 8 weeks after treatment, there is no
notable significance in the 10 difference. Talbe33 Death comparasion of
two groups 1.5 years after treatment death (cause) group cases survival
hepatic Hepatorr upper failure hepatorenal gthers coma he-xis
rghentes ?\% syndr§me alb e;::'ding Treat gfrgoup 124 40 8 51%8 38312
&@ondtol 59 29 34 10d1 3 7 cambined deathscases X2=0.20 P=0.655
Death comparasion of tw.grolips 1.5 ea;lg_ Tbir%éreatment, there is no
notable significance in the ifference. 15 Tables4 Life span and survival
Torgte companspiedtwovgreupsshSorearafientreatiant®lE groiijvapasaghe difference.
copplele dagacensared s aensored. T1eal iop. 122,832 control 58 38

3.0 345 51 Table35 Life spansmgsurvival rate comarison o to
gFBUBs 1.5 yEHFafter tfé&iment(--)* group ta¥es AVEIYR surisk Median

—survival-1 year survival ratetime{month)-time(month) xse xse-setreat
tigprognoub22 1112312 40.2% 4.48 cobitrol 58 199 104 45125 6.63 sRort term

%@9&61Br?5!0V§e1 s§t§i:0.041§>:0.851250ng termy effect Lag-rank

Gehan test, statistic =0.035, P=0.852 Lifelspasxanid survival ra9te
comparison of two groups 1.5 year after treaiment: IyearPsTl?rQ/?val rate of
treat group and control group are 40.25% ,45.75% respectively, there is
Pulsqﬁﬁ&aw@%mﬂ@émgwqﬁ@gﬁ%ﬁgﬁg@m, there is no notable significance in the difference.

5 12..AFP, y-GT, and LDH level comparison of two groups before treatment

Table27 AFP (ug/ml) comparison of two groups before treatment

group cases <30 30-399 >400 xts
treat group 123 15 35 73 380.5+367.0
control 38 2 20 36 408.8+332.7

X*=3.73  P=0.155

AFP comparison of two groups before treatment, there is no notable significance in the difference.

Table28 y-GT comparison of two groups before treatment

group cases xxs
treat group 96 179.75+£133.86
control 43 170.79£171.69
t=0.333 P=0.739

10 y-GT comparison of two groups before treatment, there is no notable significance in the difference.

Table29  LDH comparison of two groups before treatment

group cases x*ts

treat group 59 220.31+126.70
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between two groups. 5 3. Tumor foci size comparison of two groups after
treatment Table36 Tumor foci size comparison of two groups after
treatment group cases before treatment after treatment difference
(after-before) xS treat group 112 71.563.2 53.848.4 -17.629.9 control 55
78.057.0 71.856.8 -6.923.7 * Tumor foci size is measured by product of
twePPEtbendicular mximum diameters d¥4{6FB 'sum of products of
multiple foci (cmxctga)%lao caseﬁ_ig_/tggat group and 4 cases in control
groups are diffuse typé, Data of 2 ¢ases in treat group are lost. 10

LDHGoMpRALSUT Slttealgrp-hrfamrnekafterdreaiprenintféumd iPHOH@ence.
Comparison of control g;,roup before and after treatment, t=2.14, P=0.037;

37,
DifFelid tate2BerGTE) KohisariEon SiwE g fStpds 1S SrsEip atment methods,
tunldtypE, fasiisiz@gorapasisongat tieaigpoupibgforevangatiendteatmogniticant differences,
5 texsignifidengie domphesdiffé iemeesky sines, foglysizactifférence Hafterdoeddrajuth, abdominal
o RRETREN AL IMR SES TR & AR SNSRI TRy
theke@entfsiiege oregacomparibegisoé tnaregroupsadfieritreatrsrent Wefor@mparing therapeutic
reatmentafter treatmentdifference (after-before) group xs(n)xs(n) xs(n)
Treat group 74.77.0(124) 85.79.1(108) 11.87.2(108) control
[I1. Thr@an81dq SHTY BIDB(BB)-0.58.5(55) Comparison of treat group before and
10 1. 26ter tigatment.ofrlR-84nhzQ:P00; 5SComparison of control group before
and after treatment, t=0.396, P=0.694; Difference (after-before)
comparisor $itufo gfeapseirrouggaifpseOURrikcdrofsky scores
cogpgyison of tregtgroup befogg@pd after tregment, theredp@gtable  pp(q,)
significance in the difference.. Karnofsky scores comparison of control
grewprhigfore and efter treatmentpthere is no natable significarrce in the 8

difference..
0% 15.3% 78.2% 6.5%
control 59 0 4 44 11
0% 6.8% 74.6% 18.6%
rank sum test u=2.723 P=0.006

Table 31Logistic regression analysis of total therapeutic effects”

factor coefficient Wald D/F P value RR 95% confidence interval
of RR

group 1.540 8.533 1 0.003 4.66 1.66~13.11

Karnofsky scores  0.102 7.705 1 0.006 1.11 1.03~1.19

constant -6.303 5.228 1 0.022

* Dividing clinical therapeutic effects into two categories, that is, more than stability and progession

15 disease.variable including group, Karnofsky scores, body weight, appetite, bitter taste of mouth,

abdominal distension, tongue texture,using backward method to select variables, select results show that

only group and Karnofsky scores have notable significance. Hosmer & Lemeshow test of model,
X?=0.199,P=0.995,indicating model fitting is good.

CR, PR, SD and PD rates of treat group are 0%,15.3%,78.2%,6.5% respectively, CR, PR, SD and PD

20 rates of control group are 0%,6.8%,74.6% and 18.6% respectively. There is notable signicance in the
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Karnofsky scores difference (after-before) comparison of two groups,
there is notable significance in 10the difference. 5. Body weight
comparison of two groups after treatment Table38Body weight (Kg) t
comparison of two groups after treatment before treatmentafter
dit treatm ntdifference éafter before) groupxs(n)xs(n)xs(n) Treat
Yr8tpe 0 T 1568 58.5(108)1.32.8(107)
ConikelGi, 68 (EM6 21k 0. (9 A OnbRI4 ( Seb) <& drparisight ofatigat Bieetpnouth, abdominal
dlsbe%fcl)gne n%{] dnﬁr[rglqctg atmeell?tt 5 f%% sPLO 19 65fe Cor? aJI'l?l rsllsof Cgpet rs%' ufl) comparin
e S e G RO SIS (A barOrgy T comparin
the@mmamébmsoRtw@tgmhq@@ 20 (B84pcPti(:000s Bodsemeig btomomp&ns@mbtﬂ significance
5 in ﬁg? (§igf9rlépc?se£91r%\% rgslgfgﬁk I’E‘Z}\ I%I‘Ol’ h ret(l)strea(& nl% b|e4 ?nlflca Itrplat the risk of
ifference.. Body weight compariso Fcontro I"group be ore after
dlm@ammsm@é@ﬁd aor et $igy Aificsed dee ireatresodifference.. 20 Body
Weigdifaranae RiteL Relrel Gom RAISNRLAMA,GIRLRE there is notable
significance in the difference.. 6. Appetite comparison of two groups after
treatmer?hlq%lbIe%amww%aﬁ@eﬁwwﬁﬁﬁﬁ%ﬂfﬁF\‘i?é”@?% ps after
treatment group before treatment after treatment drffer )Ster before)
53 Treat group Control xs(n)xs(n)xs(n) 6.01.6(124) F fﬂ 1.11.7(112)
6.21061{59)6.41c8¢55)-0.346(85) Leprapatispiicahtreat groupkefeieand
after treatment, t=4.98, P=0.000; Comparison of control group before failge others
after treatment, t=5.92, P:O.OOO:Cﬁ?ﬁerencél?aﬂer-beforﬁ &3M¥parison of

fvvex graupps, t=21.641, P=0.0300 Appstite comparison of treat group beforez 2
and after treatment, there is notable significance in the 5 difference.
Appxetrﬂe compaiPson of cdﬁtrol grodp beforeland after treatrﬁent there i 1

comp%}‘%‘?%fl?%cﬁ?%sotﬂ@re Ps*%%éble srgnlflcance in the dlﬁerence

DA e Mg GlinisahRyRIRmS and ﬁ!&ﬂ&é%ﬁ@%@ﬂﬁ&%&@ﬁr@ﬁh@iﬂw% the
groups after treatment Table4O Fatigue comparison of two groups after

10 diffegepettment* groupcasesaggravatiimproved Improved Improved
Talbe33  Death comparasion of two groups 1.5 years after treatment
death (cause)
group cases  survival hepatic Hepatorr upper failure hepatorenal others
coma he-xis  gastrointestin- syndrome
al bleeding
Treat group 124 40 8 5 18 38 3 12
Control 59 21 3 4 10 11 3 7
combined death cases X°=0.20 P=0.655
Death comparasion of two groups 1.5 years after treatment, there is no notable significance in the
difference.
15 Table34 Life span and survival rate comparison of two groups 1.5 year after treatment(—) '
group cases complete data censored % censored
Treat group 122 83 39 32.0
control 58 38 20 345

*Data of 2 cases in treat group and 1 case of control group are lost.
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no change onl grade 2 grades3 grades Treat group113432422114
Control553301840 rank sumu=3.98P=0.000 test * Data of 11 cases in
treat group and 4 cases of control group are lost. 15Meaning of Improved
grade is the same as application example 1. Fatigue comparison of two

groups af er treatment, thelre is notable significance in the difference. .
I3 1fe span. and survival rate comparison Of two_groups 1.5 year after treatment{.)
abled2[) 110 fcialomia [MDrovelner OMPA O O ANO QIroup AllE

treatment* groupcasesaggrargt kinpreved Impnavéaanlropioaied nol Ghangevival rate
onl grade 2 grades3 grades Treat t%goupll?,28817 0 control550431200
ragikupum testus®.25P=0 a0B* BN 11 cased TRCFAAY rjmup and 4
cases in control group are lost. , Meaning of Improveg rade is thessame
as application example 1. Moﬁfﬁsgnd thirst improvécmé%t comparison of
two e&roups aftgfrztreatment, Th{-;;l]ria1 is no notable 54 §1g£9ificance n;k}gg

difeehke. Tabfé43 Bitter mou | improvement comparison of two groups

4.48

aftef ieatmentgggravati Impreyed Improved Improygd group casegno ¢ g3

aroup.a 69m4e§§§i% in.centrol group are|pst, Bigier mouth improvement

comparison of two groups after treatment, there is notable significance in
thesubvdifferericanphgble 44 Spoatan ddiengers pitation FhpiovEr b2

LGRTRAURON ARG RR ABRLAGRAERGAL 1 20 AYAL: ORFAYED JEPIQYRA rate of treat

Improved group cases no change on 1 gradé 2 grades 3 gradés treat
grou@p@@l Ep&tl(g graap e 120 % ahrtrofasspesy dyp there is no notable significance in the difference.

between two groups.
5 3. Tumor foci size comparison of two groups after treatment

Table36  Tumor foci size comparison of two groups after treatment

difference
before treatment after treatment
(after-before)
group cases
xts xts xts
treat group 112 71.5+63.2 53.8+48.4 -17.6%£29.9
control 55 78.0+57.0 71.8+56.8 -6.9+23.7

* Tumor foci size is measured by product of two perpendicular maximum diameters of tumor or sum of
products of multiple foci (cmxcm) . 10 cases in treat group and 4 cases in control groups are diffuse type,
Data of 2 cases in treat group are lost.
10 Comparison of treat group before and after treatment, t=6.24, P=0.000;
Comparison of control group before and after treatment, t=2.14, P=0.037;
Difference (after-before) comparison of two groups, t=2.31, P=0.022,
Tumor foci size comparison of treat group before and after treatment, there is notable significance in
the difference.
15 Tumor foci size comparison of control group before and after treatment, there is notable significance in
the difference..
Tumor foci size difference (after-before) comparison of two groups,there is notable significance in the
difference.

4. Karnofsky scores comparison of two groups after treatment
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rank sum u=1.46 P=0.143 test * Data of 11 cases in treat group and 4

cases in control group are lost. Meaning of Improved grade is the same

as application example 1. Spontaneous perspiration improvement of

comparison of two groups after treatment, there is no notable 10

S|gn|f nce | the |fference Table45 N|ht sweat im rovement
figans o, e d 5 Nght sweat mprover

0, l . ()
Improved group Bafsemramﬁ&ange on 1egmdea2rgﬁades alglsfmhes teg@t-before )
gropfaubl3 1 103900 control 55 1504 0 0 rank sum u=0.33 P=0.743—
test * Data of 11 case&m(ﬁr)eat group and 4ﬁa$ﬁa)s |n control grou&a(e)lost

swaatgmmprovememu aeammamon of two gﬁonipS(aer)r treatmenu,ltknere(lls)s)o
notable significance in 15 the difference. Table46 Upset and tantrum
imppaveiment comparisdit@Ptwo groups’aftet trdadnent 55  -0-5+8.5(55)

roupcasesaggravatio no ¢ elmproved | V oved nl gradeZ
g%ln es Oréf)aég’ A ‘4 %?6)156 aﬁ% rgg 465 ¢ ch%ZIS?O rg‘g{)o rank sum
UoOR6sP=Q. mot@@dplbameoﬁld@fease@nwﬂreat@%p%%% cases in

BRRalarouR Als oSt mproved 4, grads; Up?%‘é’gﬂd fgpn lowered 1
grade after treatment, for example, upse and

5 Karnofsky scores comparison of treat group before and after treatment, there is notable significance in
the difference..
Karnofsky scores comparison of control group before and after treatment, there is no notable
significance in the difference..
Karnofsky scores difference (after-before) comparison of two groups, there is notable significance in
10 the difference.
5. Body weight comparison of two groups after treatment

Table38  Body weight (Kg) t comparison of two groups after treatment

before treatment after treatment difference (after-before)
group B B B
xEtsm) xEtsm) xEtsm)
Treat group 66.0+9.1(123) 66.5+8.5(108) 1.3+2.8(107)
Control 62.6+6.8(59) 62.2+7.2(54) -0.5+£2.4(54)

Comparison of treat group before and after treatment, t=0.04, P=0.965;
Comparison of control group before and after treatment, t=1.73, P=0.108;
15 Difference (after-before) comparison of two groups, t=9.584, P=0.000;
Body weight comparison of treat group before and after treatment, there is no notable significance in
the difference..
Body weight comparison of control group before and after treatment, there is no notable significance in
the difference..
20 Body weight difference (after-before) comparison of two groups,there is notable significance in the
difference..
6. Appetite comparison of two groups after treatment

Table39 Appetite (taels/day) comparison of two groups after treatment

group before treatment after treatment difference (after-before)
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self-uncontrollable, improved to be upset and self-controllable. Improved 2
grades: upset and tantrum lowered 2 grades after treatment, for example,
burning sensation 5 of five centres and tantrum, improved to be upset
and self-controllable. Improved 3 grades: upset and tantrum lowered 3

grades after treatment, for exampte, vesaria, improved to be upsetand
self- controllable Upset ang tantrum mproyemgnt comparlson of #\Qn)

1T}e'Eag}km@7 D|zzmes&1mpmvement com@aﬂlsa(mm two group51af£er7(112)
treatment aggravati Improved Improved Improved groupcasesonno
chéngjeoB grades 1 gtadié(Pyrades treat rodP@®I4 1 101 8 4 €0-3£1.6(55)
O S TP iaAy (ol QAR gy 10 cases m vreat
p and 5 cas f Gontr group Srefost, Meanlng of Improved 1 grade
é:nni@wmdésmmlbmsﬂm@awﬂpﬁhcaﬂammmpl@z;l Reopxwved 3 grades
eans d di izz }g !)ovgered 3 (r)%% comp ared tgl1 beljo(g%ltﬁeatment for
examp e needrﬁile In , or |mpr ve]f be ¢ izzy occasionally.
Bppzmegsmm&we}ﬁ@n@t@remrmgm%ﬁﬁwot@mm alites iseataidntighiéicance in the
5 dlffelléngé) notable significance in the difference. Table48 Jaundice
improvement comparison of two groups after treatment
Ay Etmpidve dinsproveaip s (e b dsespiic iyl opfablsraigaipicance in the
diffeQrages3 grades treat group114410352056 .. ............ ...

IFFCFENEE. « +  + = v e e et e e e e e control54547 11
0
10
7. Main clinical symptoms and signs improvement comparison of two groups after treatment
Table40 Fatigue comparison of two groups after treatment”
aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
Treat group 113 4 32 42 21 14
Control 55 3 30 18 4 0
rank sum
u=3.98 P=0.000
test
* Data of 11 cases in treat group and 4 cases of control group are lost.
Meaning of Improved grade is the same as application example 1.
15 Fatigue comparison of two groups after treatment, there is notable significance in the difference.

Table42  Dry mouth and thirst improvement comparison of two groups after treatment’

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
Treat group 113 2 88 17 6 0
control 55 0 43 12 0 0
rank sum test u=0.25 P=0.806

* Data of 11 cases in treat group and 4 cases in control group are lost.
Meaning of Improved grade is the same as application example 1.

Mouth and thirst improvement comparison of two groups after treatment, There is no notable
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rank sum u=1.52 P=0.128 test * Data of 10 cases in treat group and 5

cases in control group are lost. Improved 1 grade: Jaundice lowered 1

grade after treatment, for example, albuginea oculi and skin slightly

stained yellow, improved to only albuginea oculi slightly stained yellow.
. ,%maprove 2 %ades: Jaundice lowered 2 grades after treatment, for
significance 111'[ (3] ﬂ) erence. . . . .

eXarmple, albugmea oculi and skin 5 stained saffron yellow, improved to

Dutie4d Rugin@avdcnlpslighttytstamedsyedtuo inproweed gradas: Jaundice
lowered 3 grades after freaiment, for example, alouginea ocyli and skin,
a

. aggravati . 10 rove m
staipggl deep ygliqw or dark yeIIo[\{g,Clp;\g,]ggré)vea1 o only ginea oculi
slightly stained yellow. Jaemdice improvememnizcoinparisgiade$ twoB gradgss
{.—rlrfter treatment {gere IS nQ, notable glgnlflcanc%n the dlffgrence } 1(3
eat gr 1 . .
able48 cancer pain improvement comparison of two groups after
treatmént grougdasesaggtavatiimpréed Imprdved Impro¥ed no ch&nge
onl grade 2 grades3 grades treat group11404447221 control531262330
rank sumu=2.20P=0.028 test * Data of 10 cases intreat grouprnd@
cases in control group are lost. Meaning ofeltnproved grade is the same
+ 3R ARRICALARSXAMRIE InEARREL RANINRIYSMERL cOmparison of two
groups after treatment, there is notable significance in the 15 difference. _
Bitriinesth mboreial evstensneintie cveipetitesdirasrsohest thwipgbbupsnificance in the
5 giffeflgr treatment aggravati Improved Improved Improved groupcasesonno
change 3 grades 1 grade 2 grades treat group 114 34356 9 3

Table44 Spontaneous perspiration improvement comparison of two groups after treatment’

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 113 1 101 11 0 0
control 55 1 52 2 0 0
rank sum
u=1.46 P=0.143

test
* Data of 11 cases in treat group and 4 cases in control group are lost.
Meaning of Improved grade is the same as application example 1.
Spontaneous perspiration improvement of comparison of two groups after treatment, there is no notable
10  significance in the difference.

Table45 Night sweat improvement comparison of two groups after treatment”

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 113 1 103 9 0 0
control 55 1 50 4 0 0
rank sum
u=0.33 P=0.743

test
* Data of 11 cases in treat group and 4 cases in control group are lost.
Meaning of Improved grade is the same as application example 1.
Night sweat improvement comparison of two groups after treatment, there is no notable significance in
15  the difference.

Table46 Upset and tantrum improvement comparison of two groups after treatment
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control535331212 rank sum u=3.70P=0.000 test * Data of 10 cases in
treat group and 6 cases in control group are lost. Meaning of Improved
grade is the same as application example 1. Abdominal distension
improvement comparison of two groups after treatment, there is notable

disgppearance fates cORSBHALN g.j) M&gou&@%ﬂ’fg‘? tredReYE Talifeg e

Main symptoms and signsdisappearance rates gadaparis@radet two yseidps
after treatment symptomsgrouptotal Qriginal disgppearanc disappeara
C4L85 R sese c}%{escc rate%atiguetreg 113*827287.8 X2=6.35 J
geoup=0.009 6éntrol55352262.9 drydnouthtreat113*242395.8 0
thirstgroupkisher's exact test P:U'04Urcolpt1r19r|155l5ll73'3
bittertreat113*373697.3 mouthgroupFisaﬁers's exact,1®sfgP=0.103¢ 339
control557457.1 spontaneoustreat113*111&%00.0 perspirationgroup

« It ed AP0 conﬁ;ol night sweattreat1 13+10990.0 aro pFisher's exact test
L ol O ot andteatl EFTa15156.0 tantrumgroup
Byged€d0 10 grade: Upset and tantrum lowered 1 grade after treatment, for example, upset and

self-uncontrollable, improved to be upset and self-controllable.

Improved 2 grades: upset and tantrum lowered 2 grades after treatment, for example, burning sensation

5  of five centres and tantrum, improved to be upset and self-controllable.

Improved 3 grades: upset and tantrum lowered 3 grades after treatment, for example, vesania, improved

to be upset and self-controllable.

Upset and tantrum improvement comparison of two groups after treatment, there is no notable
significance in the difference .

10

Table47 Dizziness improvement comparison of two groups after treatment

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 114 1 101 8 4 0
control 54 3 48 3 0 0
rank sum
u=1.77 P=0.077

test

* Data of 10 cases in treat group and 5 cases in control group are lost.
Meaning of Improved 1 grade and 2 grades are the same as application example 1.

Improved 3 grades means dizziness lowered 3 grades compared with before treatment, for example,

15  need lie in bed, or improve to be dizzy occasionally.

Dizziness improvement of comparison of two groups after treatment, there is no notable significance in the

difference.

Table48 Jaundice improvement comparison of two groups after treatment

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 114 4 103 5 2 0
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control dizzinesstreat114'121191.7 groupFisher's exact test P=0.037
control547342.9 jaundicetreat114'10770.0 groupFisher's exact test
P=0.657 control543133.3 cancer paintreat114'726691.7 groupFisher's
exact test P=0.199 control53322681.3

sgnol L. AN .. A Lo L. 0.
............................... TankeSUR: + + « & & ¢ v v e e e e e e e e
u=1,52 P=0.128

* ofth o se sakastie at Qoo ands4 gasescinteorttapgrowptare lost. # Data of
%&casgs in treat group a}nd 5 cases jin control group are Iostl. + E)ata of
1 Jaundice e, al

orade: de after, ireatfent. f li and ski
"a8es it treat group and b casés i Eontrol group aré 1o8E, < dPustnea ocult and skin

slighlig spipedyaihoe iatesvedmpalsistnghdatiguieslidhyyns@uitid, silrst, dizziness,

Aidorminaldistensionof 0. 2,0/ auRs.Afler KSAMETeIe I NAARIC, ocui and skin
signiicanée In the difference. |s§ppearance rates comparlgon of Ditter
5 staimmﬁi@pmwne‘mu@mr@pinatidhq@hghb@ﬁ@bghﬂqqs@n@m}im, jgu n_d_ice,
ﬁ%ﬂ}%‘é{ﬁi@g@aﬁést}’V?a&{é%Héoﬁ»@E{%& Fr A RALINCIE 1S, N P OIRRIS. SIGNIBGANG uli and skin
In the difference . 9. WBC counting comparison of two groups after
staingd alvrerd I Peilolets ok WHCY downmlisg eompaliseinceloubebipsafidryellow.
Jaun(ﬁ{@eam%ﬂm%ﬁﬁﬁmggf%c@tgﬂ)qp@hﬁ{ag%ngeq\ceﬂemrgmtsmpr&gﬁﬁcame in the
onl grade2 grades3 grades treat group 114 6 91 8 8 1 control54544500

difference .
10

Table49 Cancer pain improvement comparison of two groups after treatment

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 114 0 44 47 22 1
control 53 1 26 23 3 0
rank sum
u=2.20 P=0.028

test
* Data of 10 cases in treat group and 6 cases in control group are lost.
Meaning of Improved grade is the same as application example 1.
Cancer pain improvement comparison of two groups after treatment, there is notable significance in the
15  difference.

Table50 Abdominal distension improvement comparison of two groups after treatment

aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 114 3 43 56 9 3
control 53 5 33 12 1 2
rank sum
u=3.70 P=0.000

test
* Data of 10 cases in treat group and 6 cases in control group are lost.
Meaning of Improved grade is the same as application example 1.

Abdominal distension improvement comparison of two groups after treatment, there is notable
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rank sum test u=1.45 P=0.148 10 Grade WBC accurately according to
"WHOgrade criterions for acute and subacute toxicity reactions of the
anti-cancer drugs", see details in application example 1. WBC counting
comparison of two groups after treatment, there is no notable significance
.__.inthe difference . 10. Granulocytes counting comparison of two groups
S G R R 1% rable53 Granulocytes counting comparison of two
8. Qo pgnaftend radtiizentiaggravatd mproveghrgrovedinypsavedter treatment
asesno change.onl grade2 grades3 grades treat
T S o N SRR I T Somhoflisdh O P erpups gy reatment
sy@pade gragalpcytes aceurately acgording ibsivyEi@oradéisopipeaians for
acute and subacute toc>§is%isty reacgggss of the gpatgégancer dcreulgt%”, see

significénce in the 8di#ference. 20,
X"=6.35

faiggeups afteeareatment] there is notable
11. Hemog}glpﬂn comparison of two groups after treatment Table54
Hemaglobin comparison of two groups after treatment 59 P=0.009
groupcasesaggravati nd>changelmproved Imprdved Impro®e#l onl grade2
ArIFades3 grades treat graup 118 16,91 10 1 0 control59114f3602 rank sum
test u=0.16 P=0.870 * Grade hemoglobin accurately according to  Fisher's exact test
thygtHO"grad€eRiterions for acute and subacute toxicity reactions of the
anti-cancel,grdgs"”, seesgletails in ggplication example 1. Hemoglobin
_comparison of two groups after treatment, there is no notable significance
biferthe diffdfetice. 12. Platelets codhting compafison of twd Groups T:tilg Lo exact test
mdt@atment §qgble55 Platelets counting comparison of two groups atter

P=0.040

treatment* groupcasesaggravati P=0.103
control 5 7 4 57.1
spontaneous treat 113" 11 11 100.0

perspiration  group

control 55 2 2 100.0
night sweat  treat 113° 10 9 90.0
Fisher's exact test
group
P=0.549
control 55 4 3 75.0
upset and treat 114* 18 18 100.0
tantrum group
control 54 6 6 100.0
dizziness treat 114* 12 11 91.7
Fisher's exact test
group
P=0.037
control 54 7 3 42.9
jaundice treat 114* 10 7 70.0
Fisher's exact test
group
P=0.657
control 54 3 1 333
cancer pain  treat 114* 72 66 91.7
Fisher's exact test
group
P=0.199
control 53 32 26 81.3
abdominal treat 114* 70 66 94.3 Fisher's exact test

distension group P=0.001
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no changelmproved Improved Improved onl grade2 grades3 grades treat
group 117 12 83 12 8 2 control59747410 rank sum test u=1.48 P=0.139
Grade platelets accurately according to "WHOgrade criterions for acute
and subacute toxicity reactions of the anti-cancer drugs”, see details in

treatment $A&& is no ndfable signiticance in the difference’®4013 Immune

* RGN GNRALEORN) WO Oraepm afigflraatpastolables6 CD3
comparison of two groups before and after treatment Before treatment8

" T ﬂﬁé%é’é’(ﬁﬁ’é‘fl BETSTEY §rOUPHE HEShent xsxsxs treat
+ D5EOUD5 8466 21110H Q821 204 BE LG OHMIAZLEP 1:ObS.57.6-3. 48 2
Comgarlsontof treat routp t%efore and after treatnge(pt t=4. 0 % ‘e
DIERRAMECH St BTG BLAife W T BB I EHR e o Btgyion o tvo
5 groulﬂa|ﬁﬂ«fenem(}aﬁtehebefone))txtﬂnnmnfmncefmwmegiﬂampé Bl&@p%dﬁ&@tei5omparlson of
b1tter moul 3,com tal‘ISOI’] of tl’%{%{.’o 19 %E befo eg aftter trea%tn 1eQ tb;;[rtl]ceege R ¥ roups after
signifi icance In thedifierence. com arison of control group before antf P

treatlaétenltqfeamn@mtabiesgmﬁln@mtabtedsfgmmance in the 60 difference. CD3
o (after-be gl &Qﬂlﬁ@s%ﬂ%?ﬂvgf %\{%gﬂget%%qu is notable significance in the

dlfference Table57 CD4 comparison of two groups before and after
trEdteaa N B fovatine aememit® Wb eks siftendifferaptaafter-before)
groupcasestreatment X5 freat group583], 4&%@3@9&5‘,@& 6§m’lpr0Ved
contigl2239.42A440.87.61.47.8 Ganopagson o? treat group before and after
treatment, t=6.90, P=0.008¢ Comparison of £&f®| graugsBsiore sdiefiefter
treatment, t=0.83, P=0. 416

treat group 114 91 8 8 1
control 54 5 44 5 0 0
rank sum test u=1.45 P=0.148
10 ® Grade WBC accurately according to “WHOgrade criterions for acute and subacute toxicity

reactions of the anti-cancer drugs”, see details in application example 1.
WBC counting comparison of two groups after treatment, there is no notable significance in the
difference .

10. Granulocytes counting comparison of two groups after treatment

15 Table53 Granulocytes counting comparison of two groups after treatment
aggravati Improved Improved Improved
group cases no change
on 1 grade 2 grades 3 grades
treat group 117 2 103 6 6 0
control 59 5 51 1 1 1
rank sum test u=2.07 P=0.039

* Grade granulocytes accurately according to “WHOgrade criterions for acute and subacute toxicity
reactions of the anti-cancer drugs”, see details in application example 1.
Granulocytes counting comparison of two groups after treatment, there is notable significance in the
difference.
20 11. Hemoglobin comparison of two groups after treatment

Table54 Hemaglobin comparison of two groups after treatment
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15

Difference (after-before) comparison of two groups, t'=1.81, P=0.080. CD4
comparison of treat group before and after treatment,there is notable
significance in the difference 10 CD4 comparison of control group before
and after treatment there is no notable srgnlflcance in the difference.

si t;g[;ﬁance mgﬁ{ggS dlffélgéf?(’f%u 155[,633[3@@ CB’@I%%pam%ﬂVS? tﬁt%vﬁﬂse

before and after treatmenéBefore treatment8 we®ks 2 grades 3 grades
afterdifference(after-before) groupcasestreatment XSXsXs treat
§reUgI9828.012.797.712.29.43.6 cohitrol2236.87.835.29.1-1.06.0 ©
Comparison of treat group before and after treatment, t=0.83, P=0.412;
Comipadrison of €dntrol grdup before4dnd after tfeatment, £0.82, P=0.422;
—Difference(after-before)comparisonof twogroups, =049, P=0.632.€CD8
comparison of treak grougstbefore antl Hiter tRe@t#ient, there is no notable
significance in the 20 difference. CD8 comparison of control group before

* Gy Ao glebifrshtrabraseortna o NI IS e atierintier dffleidesicute toxicity

reactfohd® (@l abeie)iearan 9eni Rl GRS HAGIe is no notable
significance in the difference. Table59 CD4/CD8 comparison of two

HSTBURI BETUPRAEY At rrEAh A1 BEIBPE TS Ate (Rl genificance in the difference.

1afresdife wnseiatiemhafone) groypapsestierRtieAt XSXSXs treat
1 1205r281 320 220 19+O 8 ,

Ma ON O

and after treatment, t= Zggﬁwﬁh-o 000; 5 Compatisan ofnqmteal grlmprbved
beftore and afté‘rsﬁseatment t 3.899 Fhaegezz leferen e gg&er -b
] D8 compari

JRgfore ang after tre@tment thgege is notapje significance in the
drﬁerence CD4/CD8 comparison of control group before and after
tregtment, thergds notable;significange in the 10 differenge. CD4/CP8
difference (after-before) comparison of two groups there is no notable
significance in the dlﬁerence TablepggNK Ibgg parison of two groups
before and after treatment Before treatment8 weeks

adteslifferencalaftrtbalo el araHRCASEFMERANIS NEXSHIXSor acute and subacute toxicity

reactions of the anti-cancer drugs”, see details in application example 1.

® Phatelets counting comparison of two groups after treatment,there is no notable significance in
the difference .
13 .Immune function comparison of two groups after treatment

Table56 CD3 comparison of two groups before and after treatment

8 weeks after

Before treatment difference(after-before)
treatment
group cases
xts xts xts
treat group 58 46.6+21.0 50.84£21.5 4.3+£8.0
control 22 58.9+7.0 55.5+7.6 -3.4+8.2

Comparison of treat group before and after treatment, t=4.06, P=0.000;

Comparison of control group before and after treatment, t=1.95, P=0.065;

Difference (after-before) comparison of two groups, t=3.80, P=0.000.

CD3 comparison of treat group before and after treatment, there is notable significance in thedifference
CD3 comparison of control group before and after treatment, there is no notable significance in the
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treat group3032.615.139.714.87.110.2 control949.413.139.39.5-10.110.7
15 Comparison of treat group before and after treatment, t=3.83, P=0.001;
Comparison of control group before and after treatment, t=2.84, P=0.022;
Difference (after-before) comparison of two groups, t=4.40, P=0.000. NK

... cell comparison of treat group before and after treatment, there is notable

difference. .. . . ;

significance in the difference. 20 NK cell comparison of control group
befre aifidrakitidreatineritpthene ¢ notablesignidicblkaceifithecedifi@eetitgence .
NK cell difference (after-before) comparison of two groups there is notable
significance in the 62 difference. 14. Y -GT comparison of two groups after
treatment Table6l Y -GT comparison of two groups after treatment Before

treatmes, Wegks Al JHeaTS, ﬁﬁgeeaﬁﬁf&ﬁé} 9%)1t9rpxs ()X

control170.79171.69(43)164.37138.24(41)-8.588 #RB54) 5 Comparison
of treat group before and aﬁe]?fff‘érﬁffﬁ%tﬁfl‘f:Zjlltrgaﬁgegp& Ciftsisarrsafier-before)
of é6Mtol group bEfste an —4=0.323,P=0.748; Di

(after-before) comparison of two grqups, t=0.911, P=0.364. Y -GT
comparison of treat group before and after treatment there is notable
s&ggig%gce in the difference. 1Q,Y, (3, comparisgn,of £pntrol group, ¢, < 4
before and after treatment, there is no notable significance in the

diffesenrce. Y -GT difference (aftephefore) compans®aod two groups1,.4+7.8

EPRPergrd apEeafiEPpstme A IdGRUDENH teéﬁ%a?rs‘b?ﬁ@f two groups
@Hﬁwgatm@aawsp%m@%@&% tepiment & waeksafter papiment difference
(after-before) xs (n) xs (n) treat group 220.31126.70(59) 190.05128.29(58)
Diffesongg SHE PR EBhret R 00 PE5YS 2{ous 194 D836 AHE3)

U 398 fari 23D deQpRars00:Oh it oremmbriair and@itetiieatmeNnts te difference

t=3.498, P=0.001; Comparison of control group before and after )
10 {rBAtfEmErEor pogoBelosuy: Pefife A L aftEr i BETIRSI B AREBIT reRiftyance in the
diffe@FeIps, t=1.118, P=0.267. 20 LDH comparison of treat group before and
after treatment, there is notable significance in the difference. LDH

EOBUFIZEH or CETRFaMGroRBATERE Shd her RMRIENE thidRolebff, significance in the

differeetable significance in the

15 Table58 CD8 comparison of two groups before and after treatment
8 weeks after
Before treatment difference(after-before)
treatment
group cases
xts xts xts
treat group 58 28.0+£12.7 27.7£12.2 -0.4+3.6
control 22 36.3+7.8 35.249.1 -1.0+6.0

Comparison of treat group before and after treatment, t=0.83, P=0.412;

Comparison of control group before and after treatment, t=0.82, P=0.422;

Difference (after-before) comparison of two groups, t'=0.49, P=0.632.

CDS8 comparison of treat group before and after treatment, there is no notable significance in the
20  difference.

CDS8 comparison of control group before and after treatment, there is no notable significance in the

difference.
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difference 63 LDH difference (after-before) comparison of two groups,
there is no notable significance in the differencee RU Results of
imageology examinations after treatment 5 1.B type ultrasonic
examination: 116 cases in treat group and 55 cases in control group are
@% %kfed E) e ultrasonjc examlnathon after tr ?tmen 2. CT %n%
ter- arison o ou €Ie_ 1 otable stgnific t ifference .
eXAIHinats RALO8 Fh WA YIS UP AR Y5 LSS T LSHRSS
are rechecked by CT. 1018 patlents in treat group and 7 patlents |n

chr]trsgl SrQuR,are re%rrll%(%:lrk%q MRIS b$ﬁor§af§t}1t assessment All safety

exes are norma e trpa nnrma cases after treatment

are recorded in following table. treat groupcontr®vgekugst@oubtful
adversepositivepositive caseStBHIIEHISACeRRP reactioncasdifistage after-before)
cas&gipncidenc cas#sfatevalue e rate Hemoglobin

16/12412.9%8/5913.6%0.950. 902-r_§duct|on RBC - -

+

reductlon0/1210 0%0/590.0% W s S
ctlon6/1205 0%5/559.1%0. Granulo
+
88, /500. 83% 120.042 rIl3 E’%cﬂ% Platelet%t? 022 0-19:£0.18
reg&g;@n12/1249 3%5/598 5%1 114907@53 B|I|rub|n 2340.19 0. 11+0 13
Gmiﬁmlsmg)ﬂq%ér%wmm%ﬁe?%amtBIHT\Pﬁaﬁg@ﬂmgo 0%0/540 O%
5 b afinipg.f él&%%&@@éﬁ@%@ﬁé&ﬁ}ﬁw@%@a&—

O/l 30.0%0/590.0% protein Abnornal urine0/1200. 0960/590.0% 64

Difference (after-before) comparison of two groups, t=1.77, P=0.080.
CD4/CD8 comparison of treat group before and after treatment, there is notable significance in the
difference.
CD4/CDS8 comparison of control group before and after treatment, there is notable significance in the
10  difference.

CD4/CD8 difference (after-before) comparison of two groups ,there is no notable significance in the

difference.
Table60 NK cell comparison of two groups before and after treatment
8 weeks after
Before treatment difference(after-before)
treatment
group cases
xts x*ts x*ts
treat group 30 32.6£15.1 39.7+14.8 7.1£10.2
control 9 49.4£13.1 39.3+9.5 -10.1£10.7
15 Comparison of treat group before and after treatment, t=3.83, P=0.001;

Comparison of control group before and after treatment, t=2.84, P=0.022;
Difference (after-before) comparison of two groups, t=4.40, P=0.000.
NK cell comparison of treat group before and after treatment, there is notable significance in the
difference.
20 NK cell comparison of control group before and after treatment, there is notable significance in the
difference.

NK cell difference (after-before) comparison of two groups ,there is notable significance in the
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15

20

RBC fecal occult blood 1/120 0.8% 0/59 0.0% Safety study results of two
groups after treatment demonstrate that incidence rates of granulocyte
reduction, BUN rising of treat group is lower than those of control group
(P<0.05) . Incidence rates, RR of other items of two groups and statistical
analysis results , there is no notable significance in the difference. 5 See
Gétails in above table. 7 . Adverse event observations Results of adverse
event observations of two groups after treatment are shown in followint
! 4Fa9.I§;J reat rou 0@1@%2@ @g)gtttr(r)lt ggr}ljgl t(n:59) doubtful adverse p positive
incidence positive incidence rate events cases rate cases value fever
57 461966126 44Tx%mpa0400 @100 atopecikclicd®:i8%06 14 23.7% 0.71 0.275
oral cavity ulcer 0 0.0% 1 1.7% cutaneous reaction 0 0.0% 1 1.7%
choking and sHBI6 6% 8 13.5Y5T08'. BEOBreathiifBRCaritlisr B’
38290% 16 27.1% 0.92 0.759 hypersensitiveness 1 0.8% Q 0.0%

diffe

THHEEONE SympiErFTHERGHE as onelEhdesH] bABBationt hatl 408112 0200
SympiomS. Tesgrefas g cases 40 Duing e courses oLirsapent,

some patients in both groups had adverse effects including alopecie, o

eavilsEselG: BsifeREs . ate ARf R Rheach sympiomsstatistical
analysis results are shown in above table. During the courses of

{reamisat 9hesaencsorRRL e MBAREdF BRENoKng> shoft8f Bfeath, cancer

DRidre 8 USSR IR MO NBHin SQRSHBAERNAT YO GIoUPS, thensds notable
significance in the difference. Judging from 15 incidence rate and RR, the

. g k AL .
theSit gFBUB TS 1w r A RGBT E Gt ol ot "BtRe s nfstdffile significance in the
diffe@@eaparison of two groups, there is no notable significance in the

diff :rence. There are 90 case iP trea(tlg oup who had at |least onb o .
Jdl(jebtﬁﬂmé)&{}é?g e()frg(glé ?O I%I'(%%Raﬁe ore an ter TP era 1S nO _notal .S1 Jflcance in the

e tm%l‘ttf t ﬁn
Incidence of doubtful adverse reaction is
differé@c6% (90/124) , there are 53 cases in control group who had at least one

65_2%19 ful adverse reaction, total incidence of doubtful adverse reaction .
R R RS BB b SR e
diffetye@t group is 0.808(95% confidence interval: 0.704-0.928), indicating the

15. LDH comparison of two groups after treatment

Table62 LDH comparison of two groups after treatment

Before treatment 8 weeks after treatment  difference (after-before)
group B ~ B
xts (n) xts (n) xts (n)
treat group 220.31+£126.70(59) 190.05+128.29(58) -45.54+98.30(57)
control 210.00£135.57(24) 194.09£130.45(23) -19.39+84.72(23)

Comparison of treat group before and after treatment, t=3.498, P=0.001;
Comparison of control group before and after treatment, t=1.098, P=0.284;
Difference (after-before) comparison of two groups, t=1.118, P=0.267.
LDH comparison of treat group before and after treatment, there is notable significance in the
difference.
LDH comparison of control group before and after treatment, there is no notable significance in the

difference
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risk of doubtful adverse reaction of treat group is lower than that of control
group. 5 Conclusions 183 eligible patients entered into the clinical trails,
of which 124 cases for treat group, 59 cases for control group, all were
diagnosed as primary hepatic carcinoma by westen medicine, and as
mptom of stagnation of poison by Traditional Chinese Medicine. . .
s TR e SRR ottt o b e CEMpaigBigtee in e
diffeiéarrofsky scores, body 10 weights, fatigue, bitter mouth, abdominal
distension, tongue textures of two groups before treatment, there is
notable significance in thedifference. But the comparison of sex, age,
licksedse Cowseb pastingatimenttanetitods; tumor type, clinical stage,
5 Cl?ﬁﬂ??&ﬂﬁ%%ﬁi@@x% l&lﬂ!}%% Jfracings of two groups, there is no notable
signiticance In the difference . Though comparison of Karnofsky scores,
Biigaseeig et ftiguendobtersenauthn et donmnad didrentsiory, Braae gibeonagexamination
apuprsethan those of control groups, considering that these 15 factors may
influence therapeutic effects, so we performed logistic regression analysis
whéd eshRrgmirdiepeutic effects in the research, to determine the
igllugnaces.efthess dactesQuitheraResiceiferiscrmpatigon of two
groups. CR, PR, SD and PD rates of treat group are
10 0P BeRe 3o BISHI EEPEEHVBISPER SR BT SRAISHIYY Rites of
1CORY0lgruReare 0%,6.8%,74.6% and 18.6% respectively. After
comparsion of two groups,there is notable &;iag)nificance in the difference.

O RHg A SU R RS 4 RSB KD SRt s HE A gLae recorded in

fhitteme@bith, abdominal distensionthe may influence therapeutic effects,

]S_)igurﬂféglana %eirrs]e | . p0sit DOSIfive £as ?/t 1" ingy ta-ble
significance i the difféF8NEe of therapeutiR8HEEIEY §Houpd ReHife rigk
secal®(RR) of contmedgroupatestreakcgraup is 4.66ssuggesting that the risk value

of disease progression of control grrgup is 4.6 Limes of treat group. Above

temgasition, serving &8130 adjunttivétherapy drsdnterventiom3.6% 095  0.902
celgje%gltlherapy and embolism treatment of primary hepatic carcinoma, has

better Clinical therapeutic effects , exerting certain synergistic functions.
RRErdd&eyaars of folldWillp, 1 yeaO\fvival rate @f%reat groupldlyd control
WRHRA[E40.3% ,45.8%, Jespectivgly, results of survival analysis show, ss (355
that both short term eftect(Breslow test) and long term effect(Log-rank

ferstubicrio groups, thedds no not&Bfe significar®@ in the différ&fice of 0.12  0.042
survial, 35 time.Indicating that the invented Traditional Chinese Medicine
composition adjunctive therapy on primary 66 hepatic carcinoma patients
WasleeEdisdninterventa‘and emBdism treatmefits failed to 8ldéHgate thd4  0.793

surMivalitimascompargd with treatment of solely;igtervention and, 0.27  0.039
embolism. Results of solid tomor foci size assessment show: 5 Tumor foci

S1%8 Bittf8rence (after-BEfote) compgi¥iéon of twoXtdups shows fifat there is
optehlagsignificance invthe differeragr, minimized/gxtent of thestumor fogizs  0.720
size of treat group is greater than that of control group. Tumor foci size

S EHEon of treat gf8liY before ahfafter treatfiént shows il there is-
netablecsighificance irtime differencegzaumor mirirmgzed obvioustyeafter
treatment compared with before treatment; Tumor foci size comparison of
Coftrol group before and after treatment aslo shows that there is

Abnormal  urine 0/123 0.0% 0/59 0.0%
protein

Abnornal urine 0/120 0.0% 0/59 0.0%
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10 notable significance in the difference, tumor minimized obviously after
treatment compared with before treatment. Suggesting that the invented
Traditional Chinese Medicine composition, serving as adjunctive therapy
on intervention chemotherapy and embolism treatment of primary hepatic
. S oCiobviousty—whict ot
mé?apeutic effects of the group received sole intervention chemotherapy
and erbhobised treatmant2d5 Resuligef main sympioms improyement

compared with that of before treatment, and the Karnofsky score increase
Saexjent@f ksakgm U is grepierihaii-ganrtiolgrmulcaimofskydcscorates of granulocyte
control group has no obvious increase after treatment compared with that
PR ARG S0 EAt S o B P BB FBRLIHE TN oyl dence rs. RR of
otherabmi® U kyv aftetutreatimenitkati guey i psave Mantaxienicamndt fatigivance in the difference.
5 See (pitgﬁlp%[ea%agga gate of treat group is greater than that of control group.
&ppeh &0t patients in both groups increased obviously after treatment,
Nsyuhvptemeinchsdingiasy mouth, thirst, bitter taste of mouth, spontaneous
ers%ﬁisrgiligmb rrsnegea sweat, upset o \%rm dizzines misa‘t’Qdi e, 25 caneer

€ shown 1n owint table:

rates f imprvtn4bittr lfrpé a zine,

{6l higher e et of contrl arou: Tor disappearance rgjes of
dry re@iath, thirst, dlljzzmess, abdominal Istension, treat group is higher value
than those of contraisgroup, oth@r symptesess comparison in improvement
cExtent anq dlls.appearba7nce rgt%g%wo groups shows tm\f%hgre IS NP, 0.810
notable significance in the differences. 30 Above results indicate that the
alppeersted Traditional €hinese Médicine corfposition, séiithg as adjunttive 0.275
om%@wﬁ&gnterventiqp chemghgrapy and,embolism tyeatment of primary
hepatiCc carcinoma patients, can ameliorate patients survival qualities,
cypmavacatiteal symploms, hds®etter adjunctive theragéutical effects.
hARRratey&xaminatipn results gemonstrage: 35 CD3,¢R4 , CD4/GR§ 0.000
and NK cells of treat group increased obviously after treatment compared
biRAth 67 those of before treatment (P<0.05),furthermore, the CD3 and NK
n&eldiffiesance( after-pefore) ofstieat groupj@re higherthag those ofygontrol o759
group (P<0.05) , while changes of CD3, CD4, CD4/CD8 and NK cells of
SRR RS are not So obvicl&’before tréatment, NK%¥fis of control
ngreupnediged obvioysly aftegotseatment gampared withdfat of beforg 0.021
treatment. 5 Above results indicate that the invented Traditional Chinese
RRLERIRS compositior, serving ﬁj adjunctive therapy bhiifiterventioh' 0.002
bebéingotherapy and embolism tre@tment of primary hepatie carcinoma

RSILE TSR BB EIRIS IR BN EBGsth Beatifiehtto Trfgpip e o symproms
recoafedes oadlsastQ Results of this randomized controlled trial demonstrate
10 H‘%fnthtjqe'”c‘éer%&?%fTéS‘a‘%','}l'é%{i‘as'o%h'”a‘%‘%ets“’h? IGINS GOMPOSINON, SSRING 8% ding alopecie,
adjunctive t‘ﬁerapy on intervention chemother py and em oﬁlsm treatmen
oralghvpyimemrchepatiencareinam & Ratients symasdoettericinlcahyyérsgedutice shown in above
pigffects, can exert synergistic functions, can ameliorate patients survival

qualities, improve clinical symptoms of patients and enhance cellular
During the courses of treatment, incidence rates comparison of choking, short of breath, cancer pain,

nausea and vomit, constipation of two groups, there is notable significance in the difference. Judging from

15 incidence rate and RR, the treat group is lower than those of control group. other symptoms comparison of
two groups, there is no notable significance in the difference.

There are 90 cases in treat group who had at least one doubtful adverse reaction, total incidence of

doubtful adverse reaction is 72.6% (90/124) , there are 53 cases in control group who had at least one
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15 immune function of patients, can be used as adjunctive therapy on
intervention chemotherapy and embolism treatment of patients primary
hepatic carcinoma (considered as sympton of stagnation of poison by
Traditinal Chinese Medicine), clinical application is quite safe. 20

plication exam IeSC%nical rail summary of ad'uncf%iv gé using . .
o B O e R A R BRI S G e e ik KR
of donarinameabjatinandrenethog iTIRsag/ot eligible tesied @l5je¢t-D.928), indicating the

risk &Q!)E}E&i% ”&%‘%L%Pe ayndrome gé%r?éosaiéw%ﬂ J&‘%Eéttcﬁ%c?n%]e Agapplication

example estern medici lagosis criterion: same &s diagosis
criterion of gastric carcinoma and stage criterion mentioned in application
example 1. 3. Inclusion criterion * Ygluptary patients. * Stage”, *, * of
gastric carcinoma patients unsuitable for surgical operation or reluctant to

3 oplishtariiond sertib i dsedintkdrioflyastrbicanchormes. ff)Relape. 59 cases for

contiBPABRALS Af Qél%tﬂﬁé%ﬁ{s%ﬁ‘gmﬁiﬂg@rh@?ﬁf@ﬂ&&&&ﬁﬁ”ﬂ?@&t@%ﬁ%ﬁﬁiﬁé' and as symptom of

operation or reluctant to operation.

5)Those patients who have received

stagngfien eh et fasitiprabdhinets tHedispy- for more than 2 months. 35

QU8R Jfﬁ)’@%ﬁfﬁ&é&l@/ Reediciad Hg%t%ﬁnﬁl%W‘MeWﬁ)\éﬁgﬂéﬁlﬂ’)ﬁnofsky scores, body

Karnofsky score ~50 4. Exclusing criterion (1) Patients with esophageal
weithindaiigig i BPetbritdemispstiictisn; pYrYidconEtetiun SURIIC ifEment. there

is RAWvR Qbstuclion: steustueakdisnaars-ohliveleholecysle RAREGEEASuIGRIQMst treatment
astric carcinoma like 5 "linitis plastica " patients can not receive

mARRHCHIER VRS S5 Biteroyred IRSUSIRL RIS DNkl 5YE AN LEHS no notable
siga¥aanpleid the. dMetbeds. afhclipicabiiailsch. bralaesign sdhie Seste @w&ights, fatigue, bitter

aﬁpli% tion ?x mple 2. 2.Adiministration [pan}per and doslz;l%e: 10 Tre.gt 1o that th
MO PR TS THORATEY F RSN AT ChiE B RiediCRE L ompBsitigiy dering that these
facoral yiagt it digh thitmg afcbetinning wehermother aptivigeeeaahatalysid Smh comparing

each tim ml ¢ontaining crude drugs.0.759), taken in the.early mqrning .
R T SR 10 G Il ST B o R et
colvbedsomef comgposition is taken for consecutive 2 months. 15 Control

group: sole chemotherapy of gastric carcinoma 3. Chemotherapy

regimen: MF regimen 5-Fu 500mg/M2, V.D., dI-5 MMC 8mg/ M2, i.v., dl

98.d8ysSR2OED Gosdaroft treament’21mdnths2 GiostpviergekivdyrfofhtkR, SD and PD

rate?‘gpgoqﬁgltgqmtare 0%,6.8%,74.6% and 18.6% respectively. After comparsion of two groups,there is
notable significance in the difference.

Considering that such factors as Karnofsky scores, body weight, fatigue, bitter mouth, abdominal
distensionthe may influence therapeutic effects, so we performed logistic regression analysis when
comparing therapeutic effects, introducing the above variables to the model and choosing them by
retreating method . Selected Results indicate that there is notable significance in difference of group and
Karnofsky scores. There is notable significance in the difference of therapeutic effects of groups.Relative
risk scale (RR) of control group to treat group is 4.66, suggesting that the risk of disease progression of
control group is 4.6 times of treat group.

Above results indicate that the invented Traditional Chinese Medicine composition, serving as
adjunctive therapy on intervention chemotherapy and embolism treatment of primary hepatic carcinoma,
has better clinical therapeutic effects , exerting certain synergistic functions.

After 1.5 years of follow-up, 1 year survival rate of treat group and control group are 40.3% ,45.8%

respectively, results of survival analysis show that both short term effect(Breslow test) and long term
effect(Log-rank test) of two groups, there is no notable significance in the difference of survial

time.Indicating that the invented Traditional Chinese Medicine composition adjunctive therapy on primary
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5. Observed items and methods: (1)safety detection: The same as
application example 1 (2)Therapeutic effects assessment: (c)Tumor foci:
Performing B type ultrasonic, X-Ray barium meal examination, air-barium
double 25 contrast examination, gastroscope, CT examination before and
after treatment. a. Me sureme t of tumor size: m t”ol%/ the tw
hepatic_carcinoma patien receive 1nt v dt 0 treatments fa 11 to elongate the
SrpehdieariEmun diamete! . MUtpIa umeY Tt are ieadtied
suwiithl 8o @hglipdod toisanhenudti pﬂieaztiﬁtar(mfemtﬂlquﬂbuhimof two
perpendicular maximum diameter). 30 c. Diffused nodular tumor,
explaining particularly. DClinical symptom observations: a.Main
Bymbmmgltdftglastrﬁ@bwemgmammnhpwabdominal pain, anorexia,
Pt?mo?‘f%%l $1Qealdsf??é %‘(ggl%’) ml%‘ga? Elon’o? %&gegfo WO"noWs JRN q{gr% is notable
etc. 35 b. Main symptoms of stagnation of poison: 69 gasjtrlc discomfort,
Slghetmrleﬁwpﬂpdmff@f@n% alprogee ssieny eradienivnoeostiit,oh erhamesitpater than that of
colfNatRGIar farkdedi Py %ﬂgoqy@msfa RiRIEE Qb ARGURWRIE RS ws that there is
yellow coated tongue, weak astringent or deep pulse. c. Karnofsky grade
nogbig SispifNee ék%m%t@réﬁ%e SRORENN BRIFRINS e BT e REPhiTRATBPN AR URAFRINYith before
trteQiél?Jerﬁ%Fﬁﬂ §XADHA HiQsh (GRligaLe @Qup HoRRIARCARLAQBHEAIRNY kkows that there is
fecal occult blood (obligatory) d CEA (part) 10 e B type ultrasonic
nowllﬂ@g‘%f't%nqeeq-t% GRAER Wg@a)n@nlmlﬁe r?al%aiélxégtler treatment compared with before
trefeiuCEMd e Nscall alcnCAbsaIMibEhNEIad MRS VRGN FEGIVAINGs adjunctive
symptoms, picture of the tongue and pulse tracm%s once every 2 days,

thei%’%ﬁ%Wﬁﬁ‘%?ﬁkf?&%?‘?ﬁﬁﬁ%&?r?&%%f@&ﬁﬁé%& BH?%P@H%“&%%IB%?;PE‘“@“S can
mikveek, bieoed f@;hltlﬂﬁ/i@,filyl,s wheckadvaisthe titngafibegioningfvisid, @vepy received sole
._week aft rtre tment C}mnbe (gloutlne test, faeces routine test, fecal occult
nt rl‘(?élaofe?t verltalfﬁcatlon an cfrneé‘yrr’teunctlon are checked at the time of
beglnnlng visit, every two weeks after treatment; Immunology index,
E&S 1NE rgafunctlon are choe/cé‘k%gt%tlthe time of beginning visit, every four
weeks arter ]tlte?altlr%emts %pli arium meal examination, 20 air-barium
E@unbfdﬁycmmastfeuammammmogastrk)sbop@J}Ba@@etIQMm@l@EA with that of before

treagn%g Iarrllg H(p%gn(gs %Etonegl&cqggs ?tgﬂ%?kl%gt g&)lgf?l geaq'gr %[;1 r%oup, Karnofsky

eglnnlng visit and after treatment, per orming exa |nat|on at any i
scoxglné sansedgduP ditvrcupP vinee inverse imsertnsrfrompaadmatt thitalfobetep treatment;

Fan%%% SEbRAR! h IR IR ARGHIG §GARY, ASRE SRTBRACHEHRN PR vement extent and
Therapeutic efflcacy assessment criterions of the tumor foci:
fatigue disappearance rate of treat group is greater than that of control group.

Appetite of patients in both groups increased obviously after treatment, symptoms including dry mouth,
thirst, bitter taste of mouth, spontaneous perspiration, night sweat, upsettantrum, dizziness, jaundice,
cancer pain, abdominal distension are all improved or have high disappearance rates, for improvement
extent of bitter mouth, cancer pain and dizziness, treat group is higher than that of control group; for
disappearance rates of dry mouth, thirst, dizziness, abdominal distension, treat group is higher than those of
control group, other symptoms comparison in improvement extent and disappearance rate of two groups
shows that there is no notable significance in the differences.

Above results indicate that the invented Traditional Chinese Medicine composition, serving as
adjunctive therapy on intervention chemotherapy and embolism treatment of primary hepatic carcinoma
patients, can ameliorate patients survival qualities, improve clinical symptoms, has better adjunctive
therapeutical effects.

Laboratory examination results demonstrate:

CD3. CD4 , CD4/CDS8 and NK cells of treat group increased obviously after treatment compared with
67



10

15

20

25

30

35

(1) Complete Remission (CR): tumor disappeared. (2) Partial Remission
(PR): products of two maximum diameters minimized more than 50%. (3)
Stable disease (SD): products of two maximum diameters minimized less
than 50%, increased no more than 25% 30 (4) Progression disease
0
oo e R e 2R o e v
are hrgtashtnfmcspaﬁsoaﬁtﬂrgtrmatnmtoﬁafe mh)lmaattgee dram3beginnin®4of D8 and NK cells of

trleatment to death or. the Iaist follo IIo -up at Iealst 1 year. after . .
contro are ég) S0, obvi ea S, ntro reduce 0bv10us1y after
tre nt. 3.thec ange COI’] tIOI"I ma eac m arison

treatmefmwavadcaw tr@atnfénfgmmn@mg to Karnofsky 70 score criterions.As
for Karnofsky score criterions see details in application examplel.
R.Handling and summarizing of clinical trail data Collecting all data,
Pdyovietings uite didishivistray tetoventmouterditeonstrhotay Nathhiaseuriagtiom| serving as
adﬁ[ﬂﬁ@@ t&%W%ﬁ%nMﬁ&%ﬁ&ﬁ&ﬁ@JaHﬁﬁﬁ‘%cﬁﬁﬁ %Ql}{éﬁ‘ oWﬁﬁtHny hepatic carcinoma

summary of clinical trails, making objective 5 assessment about clinical
PaliEfeTea e tHR FapigaE offrxdasing IGHRERY SPRRARSIAVEATSH ST FRieivAaN chemotherapy and

embdlibig 882 MERISI NG R MRASIt9R on gastric carcinoma. 2 Statistical method:
enumeration data are analysed by X test, ranked data are analysed by

Wilcoxon rank sum test, two sample means are checked by t-test. Life

feanasidsurmivahiaie Arearalysedeusingdifaiable imethadanonal Chmese Medicine
Kaplan-Meier method. 10 Results -.General data 129 suitable cases,

Congggggqnsﬁrégg gqsoefbu%ﬁvgatggrétqﬁ @ m}gy%ﬁbotgmgﬁk@r@g gaﬁg se &rg%ohsm treatment of

pr11@a§M@a@ammm bytaesten neadicinecandeapSyin pteon ojastagaﬁadya&@ttlc functions,

poison b Tradltonal Chlne e medicine.15 15 ounpatlent f(:ases 114
can. ame ora at1ents s vival %tﬁs 1m%rlove C ?1€a S tOms ganents and enhance cellular
ifpatient cases. - tomparabifity anaiysis of two gréups 1

imnooparisomn of twﬁegmups Fabi&tlse»( chmpakisoargiytwo greupstignoviemotherapy and
ses male fgmfale treatg&rou 61 26 control 42 26 16 X2=0.87.P=0

et %&mcgr‘?i‘b%er‘u‘son BHIWO drolips, tHETE iS ho Rotabie Sighiticance i the ' Fgnaion o

poigifferdnciin@ CRinfge Welinhoonpardaeppifiinn groupsadablet Age (year)
comparison of two groups group cases 18-29 30-49 50-65 66-70 xs treat
group 87 0 14 65 8 56.28.0 control 42 1 8 29 4 54.610.8

Application example 3 Clinical trail summary of adjunctive therapy using the invented Traditonal

Chinese Medicine composition on gastric carcinoma
Object and method
— Chosing of eligible tested object
1. Chinese medicine syndrome diagosis criterion: the same as application example 1

2.Western medicine diagosis criterion: same as diagosis criterion of gastric carcinoma and stage criterion
mentioned in application example 1.

3. Inclusion criterion

(] Voluntary patients.

(] Stagel], [], [ of gastric carcinoma patients unsuitable for surgical operation or reluctant to
operation.

[J Operations researcher of gastric carcinoma.

(4)Relapse patients of gastric carcinoma after operation unsuitable for surgical operation or reluctant to
operation.

(5)Those patients who have received anti-cancer therapy, need stop therapy for more than 2 months.

[1Age>18years
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Fisher's exact test t=0.95 P=0.566 P=0.35 Age (year) comparison of two
groups, there is no notable significance in the difference. 3. Disease
courses comparison of two groups Table3 Disease courses (month)
comparison of two groups 71 groupcases<34-67-1213-24 treat group 87
43 21.9 12 7 controé422%764 FISh(FI‘S exe}gt te?Seii(P=0.8g3 g)lsease courses

> Score =300
CORISHSBR B e G s SThATE HE ISEBIE SigRificaiice in the

4. HliffetencaerdnPast treatment comparison of two groups Table4 Past
1 *
(Dtre?,tment c%lmepar son of two. groups * >24 6.1 groupcase unt%%

ted. .
atients wi tenosisy C (())f ﬁtomach 0 %u%«irb i)glypl, tumor,

ophageal truction, Or1
operationra iothera ychemoth thers erapy rea?gpr}(l)upCS
corvrd| 422400 134 FEishelissaxact testrPci®bdy?t Pacases iloreadagfrougrrcinoma like

arg Rt regraad : SINes, ol RS Jo.carehinea fgrapy (including 1 case
received 5 intervention chemotherapy) .Past treatment comparison of two

(2) grodihststietbeisape #otable signifitapdednothexdifflrénce. 5. Past
tregment sffagls gamRarison of two groups Tables Past treatment effects
comparison of two groups* group cases effective ineffective relapse treat

IgrsilgessB dhelredmtroPU B ameE=2 18 P=0.55 * 2 cases in treat

YRR AR Fasded adQ Rast treatment effects comparison of two
%roups , there is no notable significance in the difference. 6. Gastric

K i#fSHRa pathologic diagnosis comparison of two groups Table6 Gastric
TeRkNAMAVBAAOIRgIE AN SIS COMPAAISOPhPHIMONISAMPSat the right time of beginning

chemotherapy, twice each day, 15ml each time (1 ml containing crude drugs 0.75g), taken in the early
morning and evening, taken with warm water. The invented Traditional Chinese Medicine composition is
taken for consecutive 2 months.
Control group: sole chemotherapy of gastric carcinoma
3. Chemotherapy regimen: MF regimen
5-Fu  500mg/M?*, V.D.,dl-5
MMC  8mg/M?, iv., dl
28 days x2
4. Course of treatment: 2 months, observing for 1 month after treatment.
5. Observed items and methods:
(Dsafety detection: The same as application example 1
(2)Therapeutic effects assessment:
(OTumor foci: Performing B type ultrasonic, X-Ray barium meal examination, air-barium double

contrast examination, gastroscope, CT examination before and after treatment.

a. Measurement of tumor size: multiply the two perpendicular maximum diameter.
b. Multiple tumor foci are measured with sum of all products of multiplication (refer to products of
two perpendicular maximum diameter).
c. Diffused nodular tumor, explaining particularly.
[IClinical symptom observations:
a.Main symptoms of gastric carcinoma
Lump, abdominal pain, anorexia, hemafecia, nausea, vomit, fatigue, emaciation, ascites, swollen,
jaundice etc.

b. Main symptoms of stagnation of poison:
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group cases adencarcinoma undifferentiated carcinoma treat group 87 86
1 control 42 38 4 Fisher's exact test P=0.038 Gastric carcinoma
pathologic diagnosis comparison of two groups there is notable
significance in the 15 difference. 7.Gastric carcinoma clinical stage

com ari.so(rll. of tv¥o grou(Ps‘ 72 Table?f g:linical stage comparison of t%/voh temesi
groups rolpeatetstile 1B Tsciie LSy RreHEGrEuS S 'S 1B ggH !>  hacmatemesis
chatedddia 1, 1828 feisheriseexacideshBnOXi8eClinioalustaghicompalison@fed tongue,
tv&gagrgsl%gg e%rggg%gg no réotable significance in the difference. 8. Tumor

foci size ¢ parisoﬁ %LF%WO groups before treatment Tables Tumor foci
sizeccBapedsisagrade two groups before treatment * groupcasesxs treat
gr%ﬁ(?rgtdfyze;a}rgga .29 control40..26.4848.58 t=0.097 P=0.92 5 *Tumor

foci size Is measured by product of two perpendicular maximum diameters

of tunfdtarbstnm afeg yduitatiof.richiplenfdei oyt cxadinagises fatvieaiory )
9reuR;and Z.5asesif.gRAol groups tumor foci size can not be measured:

Treat group: 1 gastric carcinomar case widely metastasized in abdominal
cavityecrl @qedtiglopdtbligiieail diagnosed as "cancer cells in ulcerative
negresistissiye”, 1 case is diagnosed as” diffused, 10 ulcerative,

infiltrating carcinoma of gastric body and sinus ventriculi”, 1 case is

didyridb@a Uessaisriy Hifdrehtiated adenocarcinoma of cardia of stomach,

with etasiasigPhsnigldle and inferior esophagus ". Control group: 1 case

with wide bone metastasis, 1 case is dia%;nosed as" diffused, ulcerative,

infﬁtrgﬁﬂ’ﬁ‘@é‘?‘@&ﬁma%‘Pﬁg%ig]%%gff%fﬂ& Sinus ventriculi" 15 Tumor foci

sizebeampatisasdef two groups before treatment, there is no notable

sig&i)ficance irg1 the

serving and recording symptoms, picture of the tongue and pulse tracings once every 2 days,
observing and recording Karnofsky score and body weight once every week, blood routine test is
checked at the time of beginning visit, every week after treatment; urine routine test, faecces routine
test, fecal occult blood test, liver function and kidney function are checked at the time of beginning
visit, every two weeks after treatment; Immunology index, ECG, heart function are checked at the
time of beginning visit, every four weeks after treatment; X-Ray barium meal examination,

air-barium double contrast examination, gastroscope, B type ultrasonic, CEA, bleeding time and

clotting time are checked at least once at the time of beginning visit and after treatment, performing

examination at any time when needed

Follow-up once every 1-2months after treatment , Follow-up lasts at least 1 year

—.Therapeutic efficacy assessment criterions

1.Therapeutic efficacy assessment criterions of the tumor foci:

)
(2)
3)

4)

2.

Complete Remission (CR): tumor disappeared.

Partial Remission (PR): products of two maximum diameters minimized more than 50%.
Stable disease (SD): products of two maximum diameters minimized less than 50%;, increased no more
than 25%.

Progression disease (PD): products of two maximum diameters increased more than 25%.
Total remission rate=CR+PR

Assessments of life spans and survival rates:

Life spans after treatment refer to the time from beginning of treatment to death or the last follow-up.

Follow-up at least 1 year after treatment.

3. the change of health condition : make a comparison before and after treatment, according to Karnofsky
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difference. Table9 Tumor foci location comparison of two groups before
treatment* groupcasescardia of gastric sinus Gastrojejun others
stomachbodyventriculial treat group 87 24 28 13 1 21 control426125118
Fisher's exact test P=0.197 *others: two or more than two tumor foci

locations, r/ye asIEasiztelc(i to other locations aft r.GasEriC 0 eratiop Tumor
SC(¥C C-I']Itel'lo S.AS 10 Karneis H SCf) € criterirons SE‘B tails in a 1catio xamp 61.
OCi location’comparison of two groups before treatment, there'is no

VY. Hnetalyemsignificainoe bf theicaBudifférence. TablelO Metastasis comparison

f two s before treatment.groupcasesmetastasisno metastasis treat
e S S e S A
softwano graings sbeftirel treatmentndhendyis.neritoablesignifiCalioealnithle, making objective
assesgrle;:g%[ea%%gt SClIl?gﬁegdﬂ'\llleQee 'Eﬁe?%%dﬁloéé‘é’&k CRARAL ?O& %\2},‘%&% R¥aditional Chinese

efore treatment groupcasesl All2 t>2 t treat group 87
MedigontrolpPSie migkarscakaontest P=0.061 Numbers of tumor foci

comparison of two groups before treatment,there is no notable
Sﬁﬁ@ﬁl%@ﬁé@% gpyneration data are analysed by X' test, ranked data are analysed by Wilcoxon rank

sum test, two sample means are checked by t-test. Life span and survival rate are analysed using life table

method and Kaplan-Meier method.

Results
—.General data
129 suitable cases, 87 cases in treat group, 42 cases in control group; all are diagnosed as gastric
carcinoma by westen medicine and as symptom of stagnation of poison by Traditonal Chinese medicine.15
outpatient cases, 114 inpatient cases.
—_.Comparability analysis of two groups
1. Sex comparison of two groups

Tablel sex comparison of two groups

group cases male female
treat group 87 61 26
control 42 26 16
X’=0.87 P=0.35

Sex comparison of two groups, there is no notable significance in the difference.
2. Age (year) comparison of two groups

Table2 Age (year) comparison of two groups

group cases 18-29 30-49 50-65 66-70 xts
treat group 87 0 14 65 8 56.2+8.0
control 42 1 8 29 4 54.6£10.8
Fisher's exact test t=0.95
P=0.566 P=0.35

Age (year) comparison of two groups, there is no notable significance in the difference.
3. Disease courses comparison of two groups

Table3 Disease courses (month) comparison of two groups
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difference. 9. Karnofsky score comparison of two groups before treatment
Tablel2 Karnofsky score comparison of two groups before treatment
groupcases50-5960-6970-7980-89xS treat group 87 6 34 29 18 66.788.83
control42115151169.049.32 rank sum test u=1.045 t=1.34 P=0. 296
'l S O Rarno KV .‘ ."i-' .'. WO groups pbetore "- er
heéf8YB no notafi&Significaride in the difference. 10° Body we g:'l
mm@ﬁ)ﬂ'ﬁon of twgy groups before treatment Tablel3Body weight (Kg) 6
com apson of tw groups before treatment 6 |
- -69>
57.219.01 control421617158ﬂ§l7e&1e3348t¢ank sunp+esneI=0.298 t=0.06 74
Ditad (R 092 59d We'ght SO ra”ssonn%‘ZaE‘)’i’eos%r?l XR25101 featment,
there s No notaple S|gn|‘flc }ieh ‘ditterence 1 ppeinte comparison
4. @h&m@mummadosmtoéatmgnuﬁablem Appetite comparison of two groups
before treatmgnf grqiipcas S$<44-5.96-7. 9>Z 9xs treat group

reatinent comparison of

group cases untreated operation radiotherapy chemoth TCM others
erapy
treat group 85 56 17 1 2 1 8
control 42 24 10 0 1 3 4

Fisher's exact test ~ P=0.517
* 2 cases in treat group are not recorded; “others ” refer to combined therapy (including 1 case received
5  intervention chemotherapy)
.Past treatment comparison of two groups, there is no notable significance in the difference.
5. Past treatment effects comparison of two groups

Table5 Past treatment effects comparison of two groups*

group cases effective ineffective relapse
treat group 85 8 60 17
control 42 2 33 7
X’=1.18 P=0.55

* 72 cases in treat group are not recorded.

10 Past treatment effects comparison of two groups , there is no notable significance in the difference.

6. Gastric carcinoma pathologic diagnosis comparison of two groups

Table6 Gastric carcinoma pathologic diagnosis comparison of two groups

group cases adencarcinoma undifferentiated
carcinoma
treat group 87 86 1
control 42 38 4
Fisher's exact test P=0.038

Gastric carcinoma pathologic diagnosis comparison of two groups ,there is notable significance in the
15 difference.

7.Gastric carcinoma clinical stage comparison of two groups
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87 7 37 33 10 5.462.02 control422132345.811.29 rank
sumu=1.253t=1.026 testP=0.210P=0.307 5 Appetite comparison of two
groups before treatment, there is no notable significance in the difference.
12. Clinical symptoms and signs comparison of two groups before
treatry%nt T%I?Ielllnlcal S mptorps comEarlson of two groups before

C comarlson (0)

.o-i'o.o-o adegrade Elgrade

gmuasm317371611 250 08 contrfbl429121560 dryﬁmouthtreat 69
group87532113000.970.33 thirstcontrol42299400 bitter taste oftreat
gr3lip8753248204%40.10 mouthcbntrol4231101005pontaneoustredt

groups /oo1415001.060.29 % pll’&thhCOﬂtI‘OMééé)S%UU night sweattreat

group87571611301.710.088 75" 5 trol42337200 upLet andtreat

CI150H Bé% 9&9&91]0{1% JROHRRAR ﬂﬁ@%%@%@%m%ﬁ%ﬁeﬁ&
group8765192100.490.62 control42338100 cancer paintreat
8. 5¥eap BP1MegB 5P 7IR DY VOO BEMEEM2T 3189510 nausea andtreat
HRIREAAOLELE210.060.5) vamiteRnpoldRR6843%-Abdominaltreat
—group87322028766-250-80-distenstoncontrot42171061623 Cancer pain
extelstBPtreat group isHfgher than control,grQup before treatment. other

—symptoms comparison of two groups before treatment there is no notable

sigmificanee in the diffesence. 27.10422.29
control 40 26.48+48.58
t=0.097 P=0.92
5 *Tumor foci size is measured by product of two perpendicular maximum diameters of tumor or sum of

products of multiple foci (cmxcm) .
** 4 cases in treat group and 2 cases in control groups tumor foci size can not be measured:
Treat group: 1 gastric carcinomar case widely metastasized in abdominal cavity, 1 case is
pathologically diagnosed as “cancer cells in ulcerative necrosis tissue”, 1 case is diagnosed as* diffused,
10 ulcerative, infiltrating carcinoma of gastric body and sinus ventriculi”, 1 case is diagnosed as “poorly
differentiated adenocarcinoma of cardia of stomach, with metastasis of middle and inferior
esophagus ”.
Control group: 1 case with wide bone metastasis, 1 case is diagnosed as“ diffused, ulcerative,
infiltrating carcinoma of gastric body and sinus ventriculi”
15 Tumor foci size comparison of two groups before treatment, there is no notable significance in the
difference.

Table9 Tumor foci location comparison of two groups before treatment*

cardia of gastric sinus Gastrojejun
group cases others
stomach body ventriculi al
treat group 87 24 28 13 1 21
control 42 6 12 5 1 18
Fisher's exact test P=0.197

*others: two or more than two tumor foci locations, metastasized to other locations after Gastric operation

Tumor foci location comparison of two groups before treatment, there is no notable significance in the
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Tablel6 Abdominal lump size (cmxcm) comparison of two groups before
treatment groupcasesxs treat group 20 51.9540.48 control1261.0882.77
t=0.419 P=0.678 Abdominal lump size (cmxcm) comparison of two groups
before treatment, there is no notable 5 significance in the difference..
di%glglgé? Abdominal lump texture_comparison of two groups before
reatnient groupcaseshardtenacioussoft treat group 20 12 6 2
Chaitio (1L R B8 ranto sipmni d@sd w0 . 88ups33 Abdaeinal lump texture
comparison of two groups before treafment, there is no notable

0 metastasis

caraparisen of two gro8ps before treatmeff group cases no tengerness

tend(()enrtgglss treat group4g0 218 contr_ol 121§ 8 Fisher's exact te§t7P:O.165

there is no notable significance in the difefefice 5 13. Tongu®=0.42
M%%rt%’lg%%‘t'a?{s‘oﬁ%m%r'%Qu“ sq;e 012 SRR b%}%elstﬁ%%‘%@ﬁ@g ahled 12 ’ﬁ%‘_‘ﬁfference
emonstration comparison of two groups before treatment groupcasesthin
and thin and yellow and yellow and others whiteyellowgreasythick treat

5 T QY Rl§rgb%rs of tumor foci comparison of two groups before treatment
group cases 1 24 >2 /N
treat group 87 74 4 9
control 41 34 6 1
Fisher's exact test P=0.061

Numbers of tumor foci comparison of two groups before treatment,there is no notable significance in the
difference.
9. Karnofsky score comparison of two groups before treatment

Table12 Karnofsky score comparison of two groups before treatment

50-59 60-69 70-79 80-89 -

group cases ts
treat group 87 6 34 29 18 66.78+8.83
control 42 1 15 15 11 69.04+9.32

rank sum
u=1.045 t=1.34
test
P=0.296 P=0.18
10 Karnofsky score comparison of two groups before treatment, there is no notable significance in the
difference.

10. Body weight comparison of two groups before treatment

Table13 Body weight (Kg) comparison of two groups before treatment

group cases 35-39 40-49 50-59 60-69 >70 Tt
treat group 87 2 12 40 26 7 57.21+9.01
control 42 1 6 17 15 3 57.31+8.48
rank sum
u=0.298 t=0.06

test
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34 29 14 1 control423111990 Fisher's exact test P=0.469 Tongue

demonstration comparison of two groups before treatment, there is no

notable significance in the difference. Table20 Tongue texture

comparison of two groups before treatment groupcasescarmoisin reddark

redpurple cyanochroiapetechi gocggé/mosis eblack treat group 87 05 43P_ 0.95

29 7 3 control4226141343 Fisher's exact test P=0.099 10 Tongue texture
Bodyomjparisoipaistwofgraupsupetofedreatnmanththerenisnoatiotididicance in the difference.

significance in the difference. 14. Pulse tracings comparison of two

groups before treatment Table2l Pulse tracings comparison of two groups

11. Bepetie treapmiert growecasebeévenastkngent string smooth deep weak
P’tg\!04 [OU

keatmant, 80 cgses are normal, 3 gases WBG within 3)0-3.9x16§42)2
cases WBC>10.0x109/L. 41 cases in control group received WBC

caontislg beforetzreatment, 35 casds are norpdal, 4 casés WBC Wwithin.29

received grafokotyte counting fore treatment, 41 cases are normal
case granuloc%g@<2.0x10§?§‘9§ 3 M%ad

P=0.210 P=0.307
Appetite comparison of two groups before treatment, there is no notable significance in the difference.
12. Clinical symptoms and signs comparison of two groups before treatment

Tablel5  Clinical symptoms comparison of two groups before treatment

symptoms group cases grade0 gradel| gradel! gradel] gradel] u P
gastric pain  treat group 87 10 12 32 27 6 0.88 0.38
control 42 3 11 16 9 3
anorexia treat group 87 14 21 24 24 4 .22 0.22
control 42 5 14 18 4 1
fatigue treat group 87 13 17 37 16 4 1.25 0.08
control 42 9 12 15 6 0
dry mouth  treat group 87 53 21 13 0 0 097 033
thirst
control 42 29 9 4 0 0
bitter taste of treat group 87 53 24 8 2 0 1.64 0.10
mouth
control 42 31 10 1 0 0
spontaneous treat group 87 55 14 13 5 0 1.06 0.29
perspiration
control 42 30 6 6 0 0
night sweat  treat group 87 57 16 11 3 0 1.71 0.088
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25 cases in control group received granulocyte counting before treatment,

23 cases are normal, 2 cases granulocyte<2.0x109/L. 85 cases in treat
group received hemoglobin test before treatment, Icase<60g/L, 5 cases
within 10 60-79g/L, 31 cases within 80-109¢/L, 48cases>110g/L. 42

cases in control group received hemoglobin test before treatment, 4 cases
within 60-799‘7?_13%% cas§% Wiﬂ’%% 80-1%99/L, 20 caseszllog/L. 84 cases
igﬂ{&gh(groqgggﬁg%ed Rlateletgounting beforg treatment, 81 cases grg; ¢ 15
normal, 3 case platelets <10.0X109/L. 15 42 cases in control group

ré@ived platelet counting before treatment, 38 cases are normal, 4 case
platelets <10 QxAR9/L. 16. Imageologyyexamipations qf two groups before
treatment In treat group, 72 cases reiceived gastroscope examination, 50
céizasereceived XeRaybarium neal 20%xamirmation or air-barium double 0.62
contrast examination, 65 cases received B type ultrasonic examination,18
cases receivedn€dt exarfinatiod3 In coftrol group, 26 clses reidkived
gastroscope examination, 23 cases received X-Raybarium meal

RSP Ritor 8 &iPBariuth douBfe contfhst exdminatiorl! 28 casés rectived’ %!
B type ultrasqpjc examipation, ;12 caggs recejyed CT gxaminagjon. 25

Above results of comparability check show that there is no notable
signifieancedatbeifference rgsulted from thg compapison of gex, agee  0.51
disease courses past treatment methods, tumor type, tumor location,

nufiB¥r and size, main clinical symptoms and signs, tongue
demonstratiosveiéwo graups bafore tieatment, exceptsthat canger pain
extent of treat group is higher than that of control group. Suggesting that
phdgnostic fagtagwere uSiiform Betweel two ge8ups. 307 _.Therdpeutid®-25  0.80
effects gomparison 1.Total therapeutic effects comparison. Table22 Total
therapeutic effects comparison group cases CR(%) PR(%) SD(%) PD(%)
treat group 8¥oRS 63 878 (1.4) (17.29 (72.4Y99.2) cohtrol 429 1 29 12

U.U .4 0Y.U 0.0 Al TK U C U—3. U P=U.UUU X, PR, ) Adlld

B TabaE SFBLL G5 ERPL 1R A P8 S AR 0 SPr SESET TN Rbtther symptoms
comp@ s S dgteuss tkBoddeLRnP RS mnd R kaiasaheontiel gretpdare

%,2.4%,69.0% and 28.6% res Ectiveli,.total remission is 2.4% . There
. able‘gl é’b ominal ,fum sizg (c Eﬁ comparjson of two groups e?o eatmerbtlete
remigsiap case in treat@gseup, male, 64 years old, {wo years before
enrollment, was diagnosed as: gastric carcinom’é‘(édenocarcinoma),
rqueié/tegqoﬁﬂbtotal gastregtomy. The patient feg| ghsfyugtion after meal,
and aggravated gradually,then visited Changzhou cancer hospital, no
meagisiale tumor foci, pathologic diagnosis ghgsaedycancer cells are in

—ulcerative necrosis tissue (mayhe adenocarcinoma).According to the trail
regimen, treated the patigm® with the invented Tha@ii@nal Chinese

Abdominal lump size (cmxcm) comparison of two groups before treatment, there is no notable
significance in the difference..

Table17 Abdominal lump texture comparison of two groups before treatment

group cases hard tenacious soft
treat group 20 12 6 2
control 12 9 3 0
rank sum test u=0.98 P=0.33

Abdominal lump texture comparison of two groups before treatment, there is no notable significance in

the difference.
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10 Medicine composition combined with chemotherapy. After treatment,
pathologic examination showed: moderate reactive gastritis. Follow-up 7
months later and rechecked, the pathological examination showed:
inflammation changes of mucosa. Therapeutic effects assessed as
compiste remission, Gonsidering that the. therapeutic effepts assesement
i oIt ICEeSsSion onservation

] ] 10 [1] O ad 10 ] )
methagowglassified the effegkas "Stable Diseasedeiteen performed eliniea

method") groupcasesCR(%)PR(%)SD(%)PD(%) treat group87015648
(0.0)(4"%Y(73.6)(9.2) controf42012912 (0.0)(2.4%(69)(28.6) rank sun?
testu=3.445P=0.001 Above results show tnatPt:rbe{gSls notable signitficance

in the difference of to éﬂ?{érea’fﬁ%tﬁ%% effects resulted from comparison of

AM\&&QFHPQ% {éﬁ&)br%ég'cgrﬁpag%)otar@gr ﬁg é@f&&@aﬁﬁéﬁ,_%@e%[a&@&?ole significance
~ via"concessional conservation method". 20 2. Therapeutic effects
in thsiA&Ff86H of gastric carcinoma without metastasis between two groups
Table24 Therapeutic effects comparison of gastric carcinoma without
metastasis between two groups group cases CR (%) PR (%) SD (%) PD
3 13(‘%3“?9%?@‘&9@?&36"6?@91@8%0@“’(9.@5"(356‘?153’(6/??6‘77@1% control 2701 18

8 (a0} (3. 7)rtfibud RS Rk ratkcSHPAIRST i TRo/BuRHRBRG GReRR, SD

tfal Lemission, rate is 1CR, PR 85 andPYY Atks $FIEONRSI group. ..
are 0%,3.7%,66.7% and 28i&% respggtively, totakakgmissiomisk3.7% .

"tHeraeutic effdcts comparison of gasttic carcinofa with metstasis !
hehwelen two graups Table25 Therapeutic effectsigomparison of gastric 0
carcinoma with metastasis_petween two groups
groupcasesCR(%)PR (%) SO PSS treat gréip2805182
Tong@. QYRENF2)(B r @apitrobh SN d @) HEDY (R3uBI26hat} riamk suabkesknificance in the
u=2.228 P=0.026 CR, PR, SD and PD rates of treat group are
07656,20.09%,72.0%,8.0% respectively, total remission rate is 20.0%; CR,
PRT®SD2ara 2D rateschopnisoh gfoup @wepd $6f0rO864#8:8% and 26.7%
resgectlvelg fotal_remission |s 0.0% . There s nofable signicance |

diffe

p tgle .
roia _ petechia,ecchymosis

'y ases carmoisin urple cyan
diftetence between two groups. 10 puip Y
e black
treat group 87 0 5 43 29 7 3
control 42 2 6 14 13 4 3

Fisher's exact test  P=0.099
10 Tongue texture comparison of two groups before treatment, there is no notable significance in the
difference.
14. Pulse tracings comparison of two groups before treatment

Table21 Pulse tracings comparison of two groups before treatment

group cases even astringent string smooth deep weak
treat group 87 0 25 8 6 19 29
control 42 1 16 6 7 4 8
Fisher's exact test P=0.048

Pulse tracings comparison of two groups before treatment, there is notable significance in the difference.

15 15. Hematology examinations of two groups
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4. Follow-up life span and survival rate comparison of two groups Table26
Death comparison of two groups 1.5 years after treatment group cases
survival death (cause) upper gastrointestinal bleeding failure others treat
group 87 16 10 60 1 control 42 6 11 21 4 Combine death cases X2=0.34

Ty Dt?(%tch r‘f;ompr%ﬁ'gi%' ﬁ% Pk pel }Iiears afte trc‘isaetsrgﬁnnto e 2 ases WBC
D ASTABIE A FHHRaARE TS IRED GiffEPURE QS PE TIIRSY L| e 4paf ah

Withlﬁlﬁﬁrmg’ak(togmﬁpallmﬂs(WM@IQI’(Q)UD%U. 5 year after treatment () * 80 group

Sz? 259 rg go%targc%ls\%g ggl?n% tl’gj e(%re 87n'zj?g' fcsa(s:osnaj[rgorll(ﬁr]ﬁag Sép cases WBC
§23 (lflf ase In contro group

finish treatment course. died
withlm mﬂxﬁﬁfér t@eamséﬁBCEabl@Ql@ Uife span and survival comparison of two

HURR 1% ?éﬁ? L& fte;etcreel9 tgn t nu oclrteg SO S B ?e'%‘r\égtrge%? “XF casgsd ennl(l)rrgal, 1 case

year survwal at time(mo time(month) - % v xs xs 1 treat group 87
granuloeyte 62-8HirG! 41 81 61 %cencored 32.83 24.39 5.1 6.7 short term

25%@&9%'?359&8‘?@4&%“  SLRLsH ra‘hﬁgcﬁe Q040 heRg: UM EHE I Q%I Ak IESh, 2 cases

statistic P=0.1597 =1. 98 1 casé in control group did not finish
granglesytpiehPetliflse, died 1 month after treatment. Life span and survival

85CRIMRAH SO NP QF&,léPz%dl&M@g&l’)ﬁﬁt%sﬁr%@f&@%%{éﬂb’ahE%&%g)@ats cases within
0 7%roup 5 and control %P QE are 32.83%, 24.39% respectively, there is

bfd shfimEanEH e giffsspicd ](%élhort term effect resulted from
42GABPATSAIROLND FFQURSH HHbLHNYR iSNRBRIBRIRSIINIfICABERIIAIID-79g/L, 18 cases

withiglgoeili%ggc/i, 20 cases>110g/L.
84 cases in treat group received platelet counting before treatment, 81 cases are normal, 3 case platelets
<10.0x10°/L.
42 cases in control group received platelet counting before treatment, 38 cases are normal, 4 case

platelets <<10.0x10°/L.

16. Imageology examinations of two groups before treatment

In treat group, 72 cases reiceived gastroscope examination, 50 cases received X-Raybarium meal
examination or air-barium double contrast examination, 65 cases received B type ultrasonic examination,18
cases received CT examination.

In control group, 26 cases reiceived gastroscope examination, 23 cases received X-Raybarium meal
examination or air-barium double contrast examination, 28 cases received B type ultrasonic examination,
12 cases received CT examination.

Above results of comparability check show that there is no notable significance in the difference
resulted from the comparison of sex, age, disease courses ,past treatment methods, tumor type, tumor
location, number and size, main clinical symptoms and signs, tongue demonstration of two groups
before treatment, except that cancer pain extent of treat group is higher than that of control group.
Suggesting that prognostic factors are uniform between two groups.

—.Therapeutic effects comparison

1.Total therapeutic effects comparison.

Table22  Total therapeutic effects comparison

group cases CR(%) PR (%) SD(%) PD(%)

treat group 87 1 15 63 8
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of Long term effect resulted from comparison of two groups . Indicating

short term effect of treat group is better than that of control group. 5. Life
span and survival rate comparison of gastric carcinoma without

metastasis between two groups 10 after treatment Table29 Life span and
survival rate comparison of gastric carcinoma without meta is betwee

two groups after treatment () ggrlo(iu%) cases c%lr%'éfete data éséggg censoreglg'2>
% gehsered treat group 62 49 13 control 27 216 (21) (22.2) 3p Table30 |,
Life span and survival rate comparison of gastric carcinoma without

P=0.824 31.27 33.33 se 0.061 0.091 statistic=4.22=0.05 Long term
effect:Log-rank test , statistic P=0.454 =1.98=0.56 Life span and survival

CR/JBIE SOMRAPSARQS SR ArAdRS kD1 Vieal afigr reatnsntspuMivalras@iQtmission rate is
trearl(lt?d%roup and control group are 31.27%, 33.33% respective:)r/é There is

18375 StaBle SBrLAREEF (R URHICHEEP ot e Ak SH P Ar fShrtarvely. tora

remBfiegiyegulterhfrom eampaiisRanof imacgheuRschRavtde b gffept.and long
s 1term eIfects. on gastrjctcagcinoma vi/itlg%ut metﬁsttasis, treba rou%) are di q
SGURIES 'SBRVST ST S5t PR R R O B il s ity SHY AT TR fdpgnt was diagnose
as: geatitparisarmaf (gastiiercacaing meacivith satedastasisbetye@hetywoigitoidgSobstruction after
after treatment Ta Ie1 Ilﬁifes an ae,d survival rate ompalrison of gasgiic .
meal, and aggravate radually,then v%}\t/ed hangzhou cancer. hospital, no urable” tumor foci,
cArcinoma with metastasis between tw groups aﬁer??eatmenfn(eﬁ group

pathddages civpplete dditavediseswensorets% eensanedulcerative  necrosis  tissue  (maybe

adenocarcinoma).According to the trail regimen, treated the patient with the invented Traditional Chinese
10  Medicine composition combined with chemotherapy. After treatment, pathologic examination showed:

moderate reactive gastritis. Follow-up 7 months later and rechecked, the pathological examination showed:

inflammation changes of mucosa. Therapeutic effects assessed as complete remission. Considering that the

therapeutic effects assessment of this patient was not so confirm, so adopting “concessional conservation

method” classified the effect as “Stable Disease”, then performed clinical therapeutic effects
15  comparison.results is shown in following table.

Table23 Total therapeutic effects comparison (“concessional conservation method”)

group cases CR(%) PR(%) SD(%) PD(%)
treat group 87 0 15 64 8
(0.00 (17.2) (73.6) (9.2)
control 42 0 1 29 12
(0.00 2.4) 69 (28.6)
rank sum test u=3.445 P=0.001

Above results show that there is notable significance in the difference of total therapeutic effects
resulted from comparison of two groups ( u=3.445, P=0.001), after adding 1 CR case into SD case
via“concessional conservation method” .

20 2. Therapeutic effects comparison of gastric carcinoma without metastasis between two groups

Table24 Therapeutic effects comparison of gastric carcinoma without metastasis between two groups

group cases CR (%) PR (%) SD (%) PD (%)
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treat group 25 22 3 control 14 14 0 (12) (0.0) 10 * 1 case in control group
did not finish therapy course, died 1 month after treatment. Table32 Life
span and survival rate comparison of gastric carcinoma with metastasis
between two groups after treatment ( ) group cases Average live

Viedian five tvea UTviva e e e eal group
7548MWBI 14 51 4%%short term efflect Breslow t]est statistic =572

P=0.0168 36.0 7.14 se 0.096 0,46g Long term, gffect:Log-rank test, (97)
statistic =7.56 P=0.0060 * 1 case in control group did not finish therapy
coigml died 1 month after treatment. Life span and survival rgge 8

comparison of two groups 1.5 year after treatment:survival rate of treat
group 15 and control group are((Ba)O% 7. 14%3ré$pect|vely<ﬂﬂf’@re isno (29.6)

effect resulted form compar|§‘t§‘ﬁ %‘Frt\f\‘?ét group§2§ﬁort term 8ﬁ‘é@?§ and long
CR,tEarQ s5egtson ?gﬁr{?ea%?%rgdnoﬁ?&‘%%@?%a’%aﬁ) ea &Eggv%gr:e bff&?{lssm rate is

control group after mhéht umaor foci slze comparns
17. 1550 Bs BRefDreath@ntradable3aubugronfoct SIZe3 donaodric@ndof9Wd respectively, total
rem?s?)aﬁs ?—ée frofrfg%‘%g;f%@‘% f“&fﬁm?a%@?fl?fﬁeté‘%f%f%‘éé‘ﬁa!‘%%ﬁﬁ%v%tg}g”td'fference
group8327.0422.3221.9223.65-5.128.865.2620.000
5 309&'[11’ %él?ggfﬁé%%%o%§ SQIQ 4P§ 4-1‘19 é9’01n§&19\§21‘189167(%§451s between two groups
0.646t=2 P=0.004 Tumor focl size
Edﬁrééﬁ heﬁmfttwéﬁegﬁ@apmmr@mtwwqmmﬂt mpiasasis protgpigwo groups
S|g g[&)ance in thg difference. ER@gr foci S|zg1g@n;1parlson gfﬁpptrol Qroupg 4,
efore and after treatment, there is no notable significance in the
dfﬁ@r@&qe. 10 Tumagr foci size difterence (after-pefore) compakson of two 2
groups, there is notable significance in the

(0.0) 20 (72 )
control 15 0 0 11 4
(0.00 (0.00 (73.3) (26.7)
rank sum test u=2.228 P=0.026

CR, PR, SD and PD rates of treat group are 0.0%,20.0%,72.0%,8.0% respectively, total remission rate is
20.0%; CR, PR, SD and PD rates of control group are 0%,0.0%,73.3% and 26.7% respectively, total
remission is 0.0% . There is notable signicance in the difference between two groups.
10
4. Follow-up life span and survival rate comparison of two groups

Table26 Death comparison of two groups 1.5 years after treatment

death (cause)

group cases survival
upper gastrointestinal bleeding failure others
treat group 87 16 10 60 1
control 42 6 11 21 4
Combine death cases X?=0.34 P=0.56

Death comparison of two groups 1.5 years after treatment, there is no notable significance in the
difference.

15 Table27 Life span and survival comparison of two groups 1.5 year after treatment (—) '
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10

15

difference. 8. Karnofsky scores comparison of two groups after treatment
Table34Karnofsky scores comparison of two groups after treatment
roupasesbefore treatmentafter treatmentdifference tp (after-before) xsxsxs
treat group8766.788.8381.158.1314.3710.5312.720.000
ONtrol4269.059.3274.0611.065.0013.842.340 =1.3 437

t=4.881%=0.180 P<B'B00 P08 KEIA IRy 8BS Comparison of tfEgpeored
group brglflgre and aftg; treatment, thg[e Is notable S|gnifécance in 15 thg 3.4)
difference Karnofsky scores comparison of control group before and aflte'r

treatgnest, there is nafable significange in the differencg . Karnofsky (14.6)
* stgwrificamoelipréhe BBdiffeiencetn@nBodgavdight icomperis ornoidwo

aroups,aftar teatment Table3oRody weight, (Ka) comparison of o ., -

Q menta ZI‘ n{'lrlf

I
re tre rp:q{mp nmrerence

tp (after-before) xsxsxs treatAverage live Median live lyear survival rate
group8757.219.0158.169.040 956 661.340.19 . .
oSN 257 31824858 368 241 GEYEH) 800 38 I TB) 1 10t-0.071
P=0.95P=0.906P=0.943 5_Body)z\¥(-§ight cpm_parisor;rcgl_fstreat group Before AL
and after treatment, there is no notable significance in the difference.
Body weight comparison of control,group before ang) pfter treatmepigs 51
tﬁegrér%l%o notable significance 1}nithe difference. 10 Body weight '
diffgrerce (after-pefore) comparggn of two groups gthere is no natedsle 6.7
innificance i ha di 0 i i a V/aWaldallila

N ANhe a alaalaks ON

treamentTeble3Brppetitel (tslelsidayPeomparifeh @0two groups after
treq qte{lgugggggﬁggt_ggﬁgmgggt, after. freatment difference tp
cases(after-before) P=0.1597
=1.98
* 1 case in control group did not finish treatment course, died 1 month after treatment.
Life span and survival comparison of two groups 1.5 year after treatment:survival rate of treat group
and control group are 32.83%, 24.39% respectively, there is notable significance in the difference of short
term effect resulted from comparison of two groups ; but there is no notable significance in the difference
of Long term effect resulted from comparison of two groups . Indicating short term effect of treat group is
better than that of control group.
5. Life span and survival rate comparison of gastric carcinoma without metastasis between two groups
after treatment

Table29 Life span and survival rate comparison of gastric carcinoma without metastasis between two

groups after treatment (—)

group cases complete data cases censored % censored
treat group 62 49 13 QD
control 27 21 6 (22.2)

Table30 Life span and survival rate comparison of gastric carcinoma without metastasis between two

groups after treatment (©)

Average live Median live lyear survival rate
group cases
time(month) time(month)
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XS XSXs treat group87 5.472.01 7.936.362.465.793.970.000 control42
5.811.29 6.621.810.812.232.350.024 t=0.995 t=1.309t=1.782 P=0.322
P=0.193P=0.077 Appetite comparison of treat group before and after
treatment, there is notabe significance in the 15 difference. Appetite

comparison of control QWWMMW
significance in the difference. Appsgtite difference (aftey-before) ” se

he 8/

diffesenge . 11. Fatigue improvaoent comparison abtwp groups afte?’ 0.061
treatment Table37 Fatigue improvement comparison of two groups after
treatfiRént groupédsesaggravatidtthd Improved Improvad Improve§3~33 0.091
Improved change 1 grade 2 grades3 grades4 grades treat group 74 17 27
32%%1%}16‘[?&3%%%&%63 r?zsjn sutrer?tte%tu:ZAZ??g@.@lS * Imgprovped Igrade:
lowsenid ck4radeafter treatment compared with before treatment. 5

Im rocl)lveqerzmgré;}?ge%§I['JI)0\_/}/§1 quZtgrasgz%sstgfter treatment compared with

before treatment. 'mf)roved 3 grades: foweredI&qqades after treatment
compafedith before treatment. Improved 4 grades :lowered 4 grades

Lifd G e AURE L R RN PRISIS SIS 0L Firt QU IR QYSINE Phte of treat group

comparison of two groups after treatment, thére is notabe significance in

and ¢prirqigfereriee 316772, BifdicalesyariprimSharrdisigaoiahlsrsigaiieasee in the difference of

ShOHQ%Q%&%CPFOwQC%%& @J&Gﬁé&%ﬁ%@&ﬁﬁ&@lﬁ@ﬁ\@ 'msymﬁwmﬁl%ﬁgct and long
signs improvement comparison of two groups after treatment* casagg

term RGBT SHSHRTP VRIS S Y 1B AP RSRTSYFHIGEAER Y after treatment.

5
6.Life span and survival rate comparison of gastric carcinoma with metastasis between two groups after
treatment
Table31 Life span and survival rate comparison of gastric carcinoma with metastasis between two
groups after treatment (—)
group cases complete data cases censored % censored
treat group 25 22 3 (12
control 14 14 0 (0.0)
10 * 1 case in control group did not finish therapy course, died 1 month after treatment.

Table32 Life span and survival rate comparison of gastric carcinoma with metastasis between two

groups after treatment ( )

Average live Median live lyear survival rate
time(month) time(month)
group cases
- - %
xts xts se
treat group 25 9+] 72 36.0 0.096
control 14 5+1 4x1 7.14 0.069
short term effect: Breslow test, statistic =5.72 P=0.0168
Long term effect:Log-rank test, statistic =7.56 P=0.0060

* 1 case in control group did not finish therapy course, died 1 month after treatment.
Life span and survival rate comparison of two groups 1.5 year after treatment:survival rate of treat group

15  and control group are 36.0%, 7.14% respectively. There is no notable significance in the difference of short
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esatio2 grades3 grades4 grades nngel grade gastrictreat2.43
770923321300.02 paingroup 3927161121 control treat2.82
anorexia730102429910.01 group 373619711 control dry0.61
mouthtreat3403247000.54 thirstgroup 13127300 control bitter2.47 taste
. o% retat34 5225200,01 moHtgqroup 11146000, control 85 onttane?fl
erm SHER AP0 FID A6 L AR S SRR L3 o5 XD 8 SRE o) o <Tfe
effecnightirgeat2.20300318//206:03 ssweatgropp SR A41106h comird kuppetter treatment.
andtreat3.02 29021511100.01 tantrumgroup 10136000 control treat1.39

48
cts and long term

7. Tumor foci size comparison of two groups after treatment

5 Table33 Tumor foci size comparison of two groups after treatment

difference
before treatment after treatment
(after-before)

group cases _ _ t P
xts xts —
xxs
treat group 83 27.04+22.32 21.92+23.65 -5.12+8.86 5.262  0.000
control 40 26.44+48.58 26.00+46.44 -0.44+7.31 0.378  0.708
t=0.095 t=0.646 t=2.897
P=0.925 P=0.519 P=0.004

Tumor foci size comparison of treat group before and after treatment, there is notable significance in
the difference.
Tumor foci size comparison of control group before and after treatment, there is no notable
significance in the difference.
10 Tumor foci size difference (after-before) comparison of two groups, there is notable significance in the
difference.
8. Karnofsky scores comparison of two groups after treatment

Table34Karnofsky scores comparison of two groups after treatment

difference
before treatment after treatment
(after-before )
group cases _ _ t P
xts xxs _
xts

treat group 87 66.78+8.83 81.15+8.13 14.37+10.53 12.72 0.000
control 42 69.05+9.32 74.06%11.06 5.00+13.84 2.34 0.024

t=1.340 t=8.434 t=4.261

P=0.180 P=0.000 P=0.000

Karnofsky scores comparison of treat group before and after treatment, there is notable significance in

15 the difference .
Karnofsky scores comparison of control group before and after treatment, there is notable significance in

the difference .
Karnofsky scores difference (after-before) comparison of two groups, there is notable significance in the
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dizziness2202172100.17 group 9215100 control cancertreat2.41
731629231220.02 paingroup 292217800 control nauseatreat2.35
38012212210.02 and vomitgroup 16058210 control abdominal.24
1treat55152914600.22 distensiongroup 252511403 control * Improved 1
I%g%ge: lower 1 grade after treatment compared with before treatment, for
example,grade D of anorexia"without appetite, appetite decreased > 1/2";
improved to grade D of anorexia"without appetite, appetite decreased
ithinl/3 tol/2", analogized sequentially. Improventment extent comparison
o o e B R R ot oweat, upset and. 5
Teakfim Bodp eerghairk nausepabenvedendgrougraiipsaiterctteatment, there is
notable significance in the difference. Improventment Fxlent comparison
of dry mouth, thirst, speniapeRus PetspRiatieneslizziness ancf abdominal
dig%g?sion befween two groups after treatment, theré d§enbefiotable p
significance in the differepgg 10 13. Mair symptoms and signs
disappearance rates comparison of two groups after treatinent 86 Table39

tregftgeovreatmedt (-) tread GRdapBontrol grolfigYitstric disedifebb anorexiat 0.19

dry mouth thirst original cases 77 73 74 34 disappearance cases

fatigue g
If@‘%@IBQ 26 %ﬁsappea%ﬁ&egrﬁste 38.98°479552.7 76 .4 Jé?ié)?nal case® 0.38

diffe

t=0.06 t=0.119 t=0.071
P=0.95 P=0.906 P=0.943
5 Body weight comparison of treat group before and after treatment, there is no notable significance in the

difference.

Body weight comparison of control group before and after treatment , there is no notable significance in

the difference.

10 Body weight difference (after-before) comparison of two groups , there is no notable significance in the
difference.
10. Appetite comparison of two groups after treatment

Table36 Appetite (taels/day) comparison of two groups after treatment

difference
before treatment after treatment
(after-before)
group cases _ _ t P
xts xts —
xxs
treat group 87 5.47+2.01 7.93+6.36 2.46+5.79 3.97 0.000
control 42 5.81+1.29 6.62+1.81 0.81+2.23 2.35 0.024
t=0.995 t=1.309 t=1.782
P=0.322 P=0.193 P=0.077

Appetite comparison of treat group before and after treatment, there is notabe significance in the
15 difference.
Appetite comparison of control group before and after treatment, there is notabe significance in the
difference.

Appetite difference (after-before) comparison of two groups, there is no notable significance in the
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disappearance cases disappearance rate X2 (correction) 13 10 76.92
Fisher's exact test 1.00 P upset and 33 16 48.48 0.16 0.69 Table4O Main
symptoms and signs disappearance rates comparison of two groups after
treatment (-) bitter mouth spontaneous group night sweat treat group
di ffer(:gpetrol perspiration tantrum original cases disappearance cases
&lsappearance rate original cases disappearance cases disappearance
1 taketidBe3hpdach@mt P48 OD o0k BiBBtHRDde3d 32 30 29 27 28 23

1%8659'4{:3%&2 ?n?p'r%?reilsngehq(éomparison of two groups after treatment

no Improved Improved Improved Improved
group cases aggravation
change 1 grade 2 grades 3 grades 4 grades
treat group 74 1 7 27 32 5 2
control 33 3 5 16 6 3 0

rank sum test u=2.42 P=0.015
* Improved 1grade: lowered 1 grade after treatment compared with before treatment.
5 Improved 2 grades: lowered 2 grades after treatment compared with before treatment.
Improved 3 grades: lowered 3 grades after treatment compared with before treatment.
Improved 4 grades :lowered 4 grades after treatment compared with before treatment.
Fatigue improvement comparison of two groups after treatment, there is notabe significance in the
difference.
10 12. Clinical symptoms and signs improvement comparison of two groups after treatment

Table38 Clinical symptoms and signs improvement comparison of two groups after treatment”

agg
no Improv
cas rav Improved  Improved  Improved
symptoms  group cha ed u P
es atio 2 grades 3 grades 4 grades
nge 1 grade
n
gastric treat 243
77 0 9 23 32 13 0 0.02
pain group
control 39 2 7 16 11 2 1
treat 2.82
anorexia 73 0 10 24 29 9 1 0.01
group
control 37 3 6 19 7 1 1
dry 0.61
treat
mouth 34 0 3 24 7 0 0 0.54
group
thirst
control 13 1 2 7 3 0 0
bitter 2.47
treat
taste of 34 0 5 22 5 2 0 0.01
group
mouth
control 11 1 4 6 0 0 0
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1112910 6856 54.5566.67 55.56 60 X2 (correction) Fisher's exact
test Fisher's exact test Fisher's exact test Fisher's exact test P 0.24 0.18
0.23 0.057 5 Table4l Main symptoms and signs disappearance rates
comparison of two groups after treatment (-) group dizziness Cancer pain
nausea and vomit treat...... original cases ..................... 221
PO e, 73 e, 38 abdominal distension 55°*°
uB7 groupdisappearance20443135 cases 90.9160.2781.5863.64
e gg%appearancé’?ate 8riginhl casé$929162% controldishppearanc®616811
PePCases 66.6755.175044 disappearance rate X2 (correction)Fisher's exact
ortest0.22Fisher's exact test2.71 P0.130.640.0430.099 Disappearce rates
comparisor of pausga angd vomit, there is potable sigpificance i the
difference. Disappearce rates comparison of gastric discomfort, anorexia,
nighatigue ity mouth, thirst, dizziness, bitter 5mouth, spontaneous 2.20
swderspirgtign. ni%(ht S\R/eat,3upset 8nd tantrdm, dizzine$s, cancer |8ain,
abdominal distension of two groups after treatment, there is no notable
signifi€atttd in the differedce. 14 WBC colunting cordparison of fwo
upsetdr@UPS @ffer treatment Table42 WBC counting comparison of two groups,
after treatment2§roupcases aggiavationndlchangelmproved 1 grade treat

anttgihup 884 80 1

control 10 1 3 6 0 0 0
treat 1.39
dizziness 22 0 2 17 2 1 0
group
control 9 2 1 5 1 0 0
cancer treat 2.41
73 1 6 29 23 12 2
pain group
control 29 2 2 17 8 0 0
nausea treat 2.35
38 0 1 22 12 2 1
and vomit  group
control 16 0 5 8 2 1 0
abdomina 1.24
treat
1 55 1 5 29 14 6 0
group
distension
control 25 2 5 11 4 0 3

0.14

0.03

0.01

0.17

0.02

0.02

0.22

* Improved 1 grade: lower 1 grade after treatment compared with before treatment, for example,grade L] of

anorexia“without appetite, appetite decreased >>1/2”; improved to grade [] of anorexia‘“without appetite,

appetite decreased withinl/3 to1/2”, analogized sequentially.

Improventment extent comparison of gastric discomfort, anorexia, bitter mouth, night sweat, upset and

5  tantrum, cancer pain, nausea between two groups after treatment, there is notable significance in the

difference.

Improventment extent comparison of dry mouth, thirst, spontaneous perspiration, dizziness and

abdominal distension between two groups after treatment, there is no notable significance in the difference

10 13. Main symptoms and signs disappearance rates comparison of two groups after treatment
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control395331 rank sum testu=1.757P=0.079 * Grade WBC accurately
according to "WHOgrade criterions for acute and subacute toxicity
reactions of the anti-cancer drugs"”, see details in application example 1.
10There is no notable significance in the difference of WBC counting. 15.

ﬁ/rlluloc tes countin com parison of two groups a ter treatment Table43
Tabl ain s toms and. sighs disabpearance rates comparison ok two, sroups after treatment (—)

groupcasesaggravationno changelmproved Improved Improved 1 grad@# mouth
grade¥8§rades treafffBtparIZ9100 colgtsiE2218101 ramfkestim

thirst

HOgade w@siterions for aGute and subacuge toxicity 88 r@actions of the 34
anti-cancer drugs",see details in application example 1. Th%e IS no
AHRPEIGHITRARCe in the Hifference of Granulocytes counting. 16,
mo Ioba!rrgn%ggggarison 9%_%0 groups afterfreatment Tahje44 76.47
Hemoglobin comparison of two groups after treatment*
groupcasesaggravationno changelmproved Improved Improved 1 grade2
grades3 grades treat group 838 53 155 2 control4092523§3rank sum test
u=1.92BUGHY4 5 * Gradd’hemoglobin acturately according to

" Hodgﬁgade criterions for ggute and subacyte toxicity reactipns of the 10

26

13

control | disappearance cases

anti-cancer drugs".see details in application example 1. There is no
notahle sigaificanee in diffgrgnce of Hemaglebin ( P=0.0548cl®se to the 7692
clinical valuea)
CTITITOUUT VATOU O },
X? (correction) 0.05 0.00 0.16 Fisher's exact test
P 0.83 0.94 0.69 1.00

Table40 Main symptoms and signs disappearance rates comparison of two groups after treatment ()

bitter mouth spontaneous upset and
group night sweat
perspiration tantrum
treat | original cases 34 32 30 29
disappearance
group 27 28 23 26
cases
disappearance rate 79.41 87.5 76.67 89.66
original cases 11 12 9 10
control | disappearance
6 8 5 6
cases
disappearance rate 54.55 66.67 55.56 60

2 1 . ' . ' . ' 3 '
X* (correction) Fisher's exact test Fisher's exact test Fisher's exact test Fisher's exact test

P 0.24 0.18 0.23 0.057

Table41 Main symptoms and signs disappearance rates comparison of two groups after treatment ( —)

abdominal

group dizziness Cancer pain nausea and vomit
distension

treat original cases 22 73 38 55

87



Hemoglobin of treat group has tend to be increased , compared with
control group. 17. Platelets counting comparison of two groups after
treatment 10 Table45 Platelets counting comparison of two groups after
treatment groupcasesaggravationno changelmproved Improved Improved

UWEY 225 P=0.824,%Grade plateletg,accurately accgrding to

HOgradge@riterions for acute and subacute toxicity reactions of the

ancer drugs"”, see details in application example 1. There is no
notapIEYGHHEEe in tiOQiference of Bfatélets countinty -85 18. 63.64
Immune function comparison of two groups after treatment Table46 CD3
comparison of two groups before and after treatment roupasesbefore
treatmeng8WerRs after difference tp treatra@nt(after-befordpxsxsxs treat 25
group5252.518.1657.679.044.845.646.120.000

coSontrof 2 TEEAAY 5448.199 43-1.256.190.8080.432 t=0.93 t3.62 t=3.68 89
P=0,35 P=x80057 P=0.00047 CD3 comparison of two groups before
treatment, there is no notable significance in the difference. CD3

compari eﬁr%l}cv&agegroupéﬁa??er treatmenls,stﬁére is notablesﬁgnificance in

the differenig.iGD3 iEL%E%%Cect(?Jsttertbef%? Compari:?%‘ QTS s 71
groups,there is nota fe agniﬁcance in the |%ference. D comparison ot2
treat group before and aftgn tfreatment,theggis notable sigpifigance in - g9
thedifference 5 (t=6.12, P=0.000). CD3 comparison of control group

Dikrpimreca ritkaftenrasinmé ntutheradi sonotribtablmsigiificamicaupetinghe difference.

Digéi a?&cleateg% 0%9%0%):09'%4&?& &I&Mﬁ%ﬁc‘;&%%r@&%ﬂ§oﬁhpﬁlggﬁQflﬂytpﬁlzzmess bitter

before and after treatment groupcasesbefore treatment8 weeks
mouthftspdiffmesag dperspiration, night sweat, upset and tantrum, dizziness, cancer pain, abdominal

35

44

distension of two groups after treatment, there is no notable significance in the difference.
5 14. WBC counting comparison of two groups after treatment

Table42 WBC counting comparison of two groups after treatment

Improved
group cases aggravation no change
1 grade
treat group 83 2 80 1
control 39 5 33 1
rank sum test u=1.757 P=0.079

* Grade WBC accurately according to “WHOgrade criterions for acute and subacute toxicity reactions of
the anti-cancer drugs”, .see details in application example 1.
There is no notable significance in the difference of WBC counting.
10 15. Granulocytes counting comparison of two groups after treatment

Table43 Granulocytes counting comparison of two groups after treatment”

Improved Improved Improved

group cases aggravation no change
1 grade 2 grades 3 grades
treat group 41 1 39 1 0 0
control 22 2 18 1 0 1
rank sum test u=0.01 P=0.99

* QGrade granulocytes accurately according to “WHOgrade criterions for acute and subacute toxicity
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tp (after-before) xstreatment xsxs treat
group5236.08+7.0840.18+6.873.78+4.226.410.000
control2131.94+9.3032.00+9.54-0.63+6.440.390.703 t=2.06 t=3.77 t=3.19
P=0.043 P=0.00036 P=0.0022 10 CD4 comparison of two groups before
ttreatmﬁnt, E}]ere IS dnota,ble ﬁi r.llifi,canc? irg. the diﬁ‘elrelnce. CD4 comparison
TSl wo grolps after treatiment, there I ndtabi&™Sighiticance in the
Tdifferencsta@Pdgaftendoefors) dffcempafiSenobdyus groups,there is
ble significance in the difference. CD4 comparison of treat group
R AR LIRS BT here 1 notable
sighificdhBeringhbidifferanse d5vOR4vpmparisamuhcontrol group before
and after treatment (t=0.39, P:O.703),there1|s rr(l)gelaotabfe rS|ger(111f|ca cein 4
thaglifferengges Takled8.6JA8 camparison otm tevo groupsng)e?ore and after
treatment roupasesbefore treatment8 weeks aftde differeaedap 3 grades
treatment(after-before) xsxsxs tre
téf’ra‘otéﬁa‘?o“fz8.6%‘/938.5425.689+4.35-3.o%%.062.660.t'J5_L1 > 2

CONlg|2128.45+10.3246.06+10.3431.19+3.621,310.21 t=0518t=0.21t=Q.87
P=0.85P=0.83P=0.39 90 CD8 comparison of two groups hefore treatment,
there is no notable,signifieance ia thedifferenges4CD8 comparison of two
groups after treatment,there is no notable significance in the difference.
S * (ops arteslpiforeyiEphb aPRSEHNGT tivo YFEepadthereionolpioagbie and subacute toxicity

reactRIHBHERNGE - Idhe difference D8 Qhremnariappief treat group before
and after treatment gt:2.66, P=0.011),there is notable 5 significance in

T ditfet eredle cpaicatpariddiRrereshtrsrggehinefaitlanglaftep the clinical value ),
Hemb@MeNtefizlodht wd2d btherR S0 obRIRRIE waignificanssuy the
difference. Table49 CD4/CD8 comparison of two groups before and after

Hr AtHERC YIS CAERaHILPE Ha STMEN I ShEEkE Bfterdifference tp
10 TAaftsrPnefRie} NstiRatoMALNSXS] tie@groups after treatment ~
—group511.31+0.321.59+0.380.22+0.426.85

. . . . . . .850.000
ed Improved Improved
c%@(;[lglzll.ggsgso.2§gglg§$g§8ong@ﬁgrgeso.6ﬁﬁ?%% P P
1 grade 2 grades 3 grades
treat group 82 1 79 2 0 0
control 40 3 34 3 0 0

rank sum test u=0.223 P=0.824

*Grade platelets accurately according to “WHOgrade criterions for acute and subacute toxicity reactions of
the anti-cancer drugs”, see details in application example 1.

There is no notable significantce in the difference of Platelets counting .

15 18. .Immune function comparison of two groups after treatment

Table46 CD3 comparison of two groups before and after treatment

8 weeks after difference
before treatment
treatment (after-before)
group cases _ t p
xts _ _
xxs xxs
treat group 52 52.51+8.16 57.67+9.04 4.84+5.64 6.12 0.000
control 21 50.4449.64 48.19+9.43 -1.25+6.19 0.808 0.432

t=0.93 t=3.62 t=3.68
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5

10

15

t=1.54 t=2.84 t=1.39 P=0.13 P=0.0059 P=0.17 10 CD4/CD8 comparison
of two groups before treatment,there is no notable significance in the
difference. CD4/CD8 comparison of two groups after treatment,there is
notable significance in the difference. CD4/CD8 (after-before) comparison
of two groups,there i% Qoqsgotable sig_néf' aoce in th% %f(g_gé%ce CD4/CD8
comparison of treat grolip before and arter treatment (t=6.85,

8159 &%&ﬁ & @/@ML%&M&Q%%@ {ﬁ‘ewg %ﬁ%{mg?l(gﬂ'lﬁc%?é {Iq:tli'?@difference.

comparison of control group before and after treatment (1=0.61,
PR wypeiiare 9§ 1O getabrtesimiimeah&sinithetthitetantencrabbsdiffgrence -

e¢Jh caRACSONAf BRI eURSREIR R %%@ﬁf‘s{t%%@Iml%&i)le significance in the difference.
e

roupcasesbefore treatment8 weeks afterdifference tp (after-before)

PEAARTRYSTHE ST YRR T 1B ISt st §1es Se2oble tigniAcenss. pobedifference

(t=6.69N1FohldbdH.65+6.2215.73+3.12-1.33+1.751.790.134 t=0.26 t=1.49 t=3.88
P=0.80 P=0.16 P=0.0013 91 NK cell comparison of two groups before

frRAtrrBRE e CORECh St P SiYRifhAE RS HiffErEnEe® fektp ignificance in the

diffe2@PaParis@BOef i grops after treatment,there is no notable significance
in the difference NK cell (after-before) comparison of two groups,there is
notable significance in the difference NK cell comparison of treat group
beforeband Eftecdiigatitvant (t=Az0bipPrfB0R) atheredsnatable 5

signficance in the difference. NK cell comparison of car}g%nggoup before
and after treatmeftfiz kel 0. 134\ {hargds no notablé “Significance in
tgl%%iffere&ggs. 19.CEA comparison of two groups befteetafigeafter
treatment 10 Tables 1 CEA compafisenqf twogroups before and after
treatment groupcasesbefore treatment8 weeks afterdifference tp

—(afier-before) x—streatmentx—sxstregst——————————————————————

treptqup6818.89+20. 26108.1518.27-1. 20LBADRBE90.49 3.78£4.22 6.41
control3117.58+19.7917.04+20.170.37+4.810.400.69 t=0.25t=0.03t=0.37

F”—”(‘T."}QP=0%98P:O.?§9éﬁﬂc%mpari%ﬁoé¥ Wb groupsO@éfBPe44 0.39

0.000

0.703

treatment,there is no nofgple significanceJn the difference  CEA
comparison of two groups after treatment,there is no notable significance
in the difference CEAJ@éter-before) pomipasison of twp-greusps,there is no
notable significance in the difference.

CD4 comparison of two groups before treatment, there is notable significance in the difference.

CD4 comparison of two groups after treatment,there is notable significance in the difference.

CD#4 after-before) of comparison of two groups,there is notable significance in the difference.

CD4 comparison of treat group before and after treatment. (t=6.41, P=0.000)., there is notable

significance in the difference.

CD4comparison of control group before and after treatment (t=0.39, P=0.703),there is no notable

significance in the difference..

Table48 CD8 comparison of two groups before and after treatment

8 weeks after difference
before treatment
treatment (after-before)
group cases _ t p
xts _ _
xxs x=xs
treat group 51 28.671+8.54 25.691+4.35 -3.00+8.06 2.66 0.011
control 21 28.25+10.32 26.06+10.34 -1.19+3.62 1.31 0.21
t=0.18 t=0.21 t=0.87

P=0.85 P=0.83 P=0.39
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CEA comparison of treat group before and after treatment (t=0.69,
P=0.49),there is no notable 15 significance in the difference . CEA
comparison of control group before and after treatment (t=0.40,

P=0.69),there is no notable significance in the difference. 20. Bleeding

ime and coagulation time comparison of two grou efore and after

S R L B P e QB a5 oA B G gL g iference
bebeengndsaftef treatmenticeiorateeatment Soweelkis afiefidiifereneeadifference.

asesxstreatment xs(after-pefore) t xs treat D . .
S G S T B e £ o ignivemnce nthe diterence
€Dtrol 201 7RG 20 . 861 Gl Y H8HFARB I3 HA2(RIMEBO(E3.061 . REOtE! )there is notable

5 signiﬁ%gngfgi@%epd_fge%%.zo'26 P=0.91 Bleeding time comparison of two groups
before treatment, there is no notable significance in the difference .
Bl dimpirsm corepandbgroaf beorgrovpsiaftarareetiment;erB4e Hothere is no notable
signiROIRRIG significange in the difference 5 Bleeding time (after-before)
comparison of two groups,there is no notable significance in the
difference Bleeding time comparison of treat group before and after

rﬁ%ﬁ@&@@ﬁ%%qﬁﬁaﬁ?&%kﬁ%@ié@@&%@% ii@ in the

treatment (t=0.63, P=0.53), there is io_10 notabl sigfiffiegitee in the
difference . Tableg oagulation time fsecond) compaiserRE fwo groups
bef8Pe and atter treatment before treatment § weeks after difference droup
cases (after-before) tp x s treatment X 'S Xs treat group 49 156.3328.09
154.5131.91 -0.7015.69 0.27 0.79 control 20 158 .50+40.91 154 72+42 51

trdaB4dulH.640.49 0.633t=002% t=0.02 K50484.38=0.98 0.22+0.42 6.85  0.000

control 21 1.19£0.26 1.284+0.38 0.06£0.25 0.61 0.55
t=1.54 t=2.84 t=1.39
P=0.13 P=0.0059 P=0.17
10 CD4/CDS8 comparison of two groups before treatment,there is no notable significance in the difference.

CD4/CDS8 comparison of two groups after treatment,there is notable significance in the difference.
CD4/CD8 (after-before) comparison of two groups,there is no notable significance in the difference .
CD4/CD8 comparison of treat group before and after treatment (t=6.85, P=0.000).,there is notable
significance in the difference.
15 CD4/CDS8 comparison of control group before and after treatment ( t=0.61, P=0.55),there is no notable

significance in the difference .

Table50 NK cell comparison of two groups before and after treatment

difference
before treatment 8 weeks after
(after-before)
group cases _ _ t p
xts treatment x s _

x=xs
treat group 12 16.17+1.80 18.18+3.36 2.00+1.71 4.05 0.002
control 11 16.65+6.22 15.73+3.12 -1.33+1.75 1.79 0.134

t=0.26 t=1.49 t=3.88

P=0.80 P=0.16 P=0.0013
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t=0.58 P=0.57 Coagulation time comparison of two groups before
treatment, there is no notable significance in the difference . 15
Coagulation time comparison of two groups after treatment,there is no
notable significance in the difference Coagulation time difference
(alterpefore) comparison, of two groups, (et Is 1o npjable signiicance . ..

i RS B A Y B iR S € S AR O S Al o P B B
mwem@aﬁsza oPnﬂ)@mjmaﬁdsm@mﬁ@tmmbhemgntMam@1m¢m in the difference

erenc lation time comp arlson of control group before d"i‘ ter

R S AR e e SR
tierdéhcenpariSarfety tessessméntoRS il stfetycindexes-as ndridbbefdrge is notable

S gné eatment, the safety assessment results of the abnormal after 93

treatment are recorded in following table: treat groupcontrol group doubtful
Ndivesis eoinpidemcpositivaiacidebrieR RE positivemerdtioh ® rdie@dséshertals no notable

signifARRSEAIRSARES(IQtal cases Hemoglobin 3/486.3%4/2020.0%0.310.182

reduction 2.5%4/3511.4%0.220.069 WBC reduction 2/80 Granulocyte
1/420.5%1/263.8%0.621.00 reduction 1.2%3/387.9%0.160.095 Platelet
regeetion HakBilisHD INFIRA3RR/ 1 26:R% M35 1:4%60.610.470 AKP rising
5/568.9%5/3613.9%0.640.505 GPT rising 2/792.5%1/372.7%0.941.00
BUﬁtﬁ‘fs?ﬁ&%@WB@E‘?W%W@SE@WEF@%&M|ne

before treatment 8 weeks after
(after-before )
group cases _ _ t p
xts treatment x =t s _
xts

treat group 68 18.69+20.27 17.15+£18.27 -1.27+12.41 0.69 0.49
control 31 17.58+19.79 17.04+20.17 0.371+4.81 0.40 0.69

t=0.25 t=0.03 t=0.37

P=0.79 P=0.98 P=0.72

CEA comparison of two groups before treatment,there is no notable significance in the difference
CEA comparison of two groups after treatment,there is no notable significance in the difference
CEA (after-before) comparison of two groups,there is no notable significance in the difference .

CEA comparison of treat group before and after treatment (t=0.69, P=0.49)there is no notable

significance in the difference .

CEA comparison of control group before and after treatment (t=0.40, P=0.69),there is no notable

significance in the difference.

20. Bleeding time and coagulation time comparison of two groups before and after treatment

Table52 Bleeding time (second) comparison of two groups before and after treatment

difference
before treatment 8 weeks after
(after-before)
group cases _ _ t p
xts treatment x s _
x=xs
treat group 40 115.08 £22.35 117.76 £20.19 2.68+18.49 0.88 0.38
control 20 107.254+29.36 109.171+35.74 3.33+22.29 0.63 0.53
t=1.15 t=1.14 t=0.12
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S 1.2%1/392.6%0.460.532 ng Abnormal urine 1/85 protein
0.0%1/422.4%0.328 Abnornal urine 0/86 WBC 0.0%1/412.4%0.325
Abnornal urine 0/85 RBC 0.0%3/417.3%0.038 mucous stool 0/79 faeces
RBC 2/792.5%3/417.3%0.350.337 abnormality 3.5%3/427.1%0.490.393
faeces WBC 3/86 b lja n(o3 ma ty fecsl ult P—0
blood0/510.0%1/224. "})6 01 Safety indéxes assessment results of two
Q[Q&!ﬂ% qf{ﬁ?er Eﬁm%t QP{QQ%U&)EQ&&@HQ{%‘Q&E‘&E ﬁ%‘i@%g"ﬁ@%&bf&s ificance in the
~_mucous stool of treat group are lower than those of control group (P<0.05)
differeyge statistical analysis results of incidence rate demonstrate that there
§1&Qiﬁ§t&i}%‘?c’%‘ﬂﬂéﬁ§é}ﬂ%@ m&hgrgjgﬁ'@@?%&ftﬁm@{hgﬁr@sq R OB WiOMASance in the
~ See detalls in above table. 31.Adverse event observations Table54
diffeiacsults of adverse event observations of two groups after treatment 94
BRAlIGEOMRNT BICAIied WaHpiRGT &) dosibiiull RAMEESE IRAGHAPROSEEcance in the
incidence positivecase
difference
Bleeding time comparison of treat group before and after treatment (t=0.88, P=0.38),there is no notable
significance in the difference .
Bleeding time comparison of control group before and after treatment (t=0.63, P=0.53),.there is no

notable significance in the difference .

Table53 Coagulation time (second) comparison of two groups before and after treatment

difference
before treatment 8 weeks after
(after-before )
group cases _ _ t p
xts treatment x T s _
xts
treat group 40 156.331+-28.09 154.51+3191 -0.70+15.69 0.27 0.79
control 20 158.50+40.91 154.721+42.51 1.94+16.64 0.49 0.63
t=0.24 t=0.02 t=0.58
P=0.81 P=0.98 P=0.57

Coagulation time comparison of two groups before treatment, there is no notable significance in the
difference .

Coagulation time comparison of two groups after treatment,there is no notable significance in the
difference

Coagulation time difference (after-before ) comparison of two groups, there is no notable significance in
the difference

Coagulation time comparison of treat group before and after treatment (t=0.27, P=0.79),there is no
notable significance in the difference.

Coagulation time comparison of control group before and after treatment (t=0.49, P=0.63),there is no

notable significance in the difference.

VY. Safety assessment

All safety indexes are normal before treatment, the safety assessment results of the abnormal after
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incidenc RRP casesrateserate alopecie910.3%49.5%1.091.000 oral cavity
ulcerl1.19%12.4%0.480.547 cutaneous reaction11.1%00%21.000 choking
and short44.6%24.8%0.971.000 of breath 11.1%49.5%0.120.039 jaundice
non cancer pain44.6%614.3%0.320.077

. - A > A
diarrhea55.7%49.5%0.680 4dh haematemesis@ofatlSodpositive cases: if

devRitpatieheradone s mptom, Tecorded as one case, if gne patient
[¢] tlde mcidenc .HOSltthVC 1NC1 e]nfe
SWasymptoms, rec8fded as twd'Cases. DuriRg the courses of treatment,
some patients inchetftgioups hat adverseasedctidnareludingtbaldness,
pral licl)%?r' The'incidenge rates of gggptoms a?ﬁ&tatlstlca%%g%pans?gl 0.182
resutts of two groups demonstrate "5 that jaundice incidence rate of treat '
rghatipnis lower than that of control groups, and there is no notable

vgwifigacrtlce in di1‘1‘ere%§1 of other%aéj%erse reagtign of two %{ %ps. S€g,, 0.069
. C

etails in above table. There are 75 cases in treat group who has at least
Gmaldatbtful adverselféaction , aAd%otal incidéfiée of douBt#th advers& 1.00
JLgactign is 28.7%(25/87); there are 17 cases in control group who had at
least one doubtful adverse reaction, and total incidence of doubtful
Phdrlelrsdueingtion is 40/8% (17/42) 2there is nddRdtable 10 BRinhificaneédn  0.095

Hﬁhﬁfﬁﬁ‘ﬁﬁ&%@eQJeadVerS?jﬁﬁdion of By, groups (_8/85:0-71’ PﬁQ:Q@Z)_ 0.61 0.470
Conclusions 129 eligible tested Obé?:t’ of which, 87 cases in treat grogf,

MP ¢58s in control grith; all are Hidgnosed as/éastric caréitia by? 0.505

avestgR.medicine andyag symptomagfstagnationof poison by;faditiopal 1.00
15 Chinese Medicine. 15 outpatient cases, 114 inpatient cases. Results of

Blghb4rability check o that théréis no notatt8 significancein -~ 019 0.033
séliffereneammt sex, agggsdisease gouwrses pastireatment meghods, tumor  0.108
type, tumor location, number and size, main clinical symptoms and signs,
"fSfgue demonstration of two groups before treatment , except that cancer
Apatinadfl tresibg@roup isiredre than thatof control/geoup. It suggests that46 0.532
pportg%nostic main factors are uniform between 95 two groups with
comparability. Results of total clinical therapeutic effects demonstrate: CR,
ABRBD andrdeD ratedfotreat groopare 1.1%,1/42%,72.4%,92% 0.328
ectively, total remission rate is 18.3%; CR, PR, SD and PD rates of

control group are 0%,2.4%,69.0% and 28.6% respectively, total 5
AemigdionisiR.4% . ThEPe are notbfe significaltek in differérée of two 0.325

RHeups.
mucous stool 0/79 0.0% 3/41 7.3% 0.038
faeces RBC 2/79 2.5% 3/41 7.3% 0.35 0.337
abnormality

faeces WBC 3/86 3.5% 3/42 7.1% 0.49 0.393
abnormality

fecal occult blood 0/51 0.0% 1/22 4.5% 0.301

Safety indexes assessment results of two groups after treatment demonstrate that incidence rates of BUN
rising , mucous stool of treat group are lower than those of control group (P<0.05) ; The statistical analysis
results of incidence rate demonstrate that there is no notable significance in the difference of other items of

5  two groups. See details in above table.

+1..Adverse event observations

Table54 Results of adverse event observations of two groups after treatment
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Clinical therapeutic effects results on gastric carcinoma without metastasis
show that CR, PR, SD and PD rates of treat group are
1.6%,16.1%,72.6%,9.7% respectively, total remission rate is 17.7%; CR,
PR, SD and PD rates of control group are 0%,3.7%,66.7% and 29.6%

JJifference of two GEFYP10'TiMical theEPEAP SR results on gastric
ou adaverse .
carcinoma with metastasis shcoylxé tglat %Iﬁtiﬁ:lgdSSDi&ril CIECD raigs of treap
greapiare 0.0%,2%.8@,72.0%,%3.(5]0/gr §pectlvefy, total remission rate is
20.0%; CR, PR, S®seand PD rates of eontrol groupcaree0%,0.0%,73.3%
al op%_glg _2_6.7% rgsp(_acti\éely, total remjssion is p.0% . ngc% are nofable 1,000
significance in difference of two groups. Therapeutic effect of 1 case in
orakteaeitygrselp shown as "completd ¥femission!, Considetfiig thatkhe 15 0.547

cutdherapeutic effects assessment,of this patignt was ngj confirmed , so gy
adopted "concessional conservation method" and classified the effect as

chok@ygy 51 Die@hse”, thén perforrh€d clinical therapeuttc&ffects 0-97 1.000
of teoimparison.There is notable significance in difference of the two groups
~ (u=3.445, P=0.001), and results are shown in table23. Above results
jaudigteate that the invénted Traditiéhal Chinése Medi¢ité compbition, 0-039
nonGARakipgd with 20 chemotherapy,on treatment of gasivic 032 0.077
carcinoma(belonging to the sympton of stagnation of oisoné, has better
hyPEIiRE A &R peutic (—:‘gﬁects, exé‘ﬁ%ﬁg certairf synergiétﬁ,%functi WS and 0660
henadjtigctive therapeutic functionszResults af life spaniand sunypzal rate.329
assessment: 25 1.5 year follow-up after treatment, ival rate of treat
Cona? aﬁlﬁnand control gr%(;up are 35!%5%, 24.39% resp%gf;%:/ely, t gﬁe is D247
diamietable significancean differerceof short term effeétssé two gre0ps ;theda2

haeisa e(ramrs'llot_able si_gnifiBanqe in dgggrence _of.olor_lg ternbszect of two groups

tpesitinentsesuifuaphatet bhdtoeatygipiam,anehden tikolgraisy dradhi@idbad two symptoms,
33 3d3% respectively, there is no notable significance in difference 30 of
recorded as two cases. i g .
short term etect of two groups ;there is no notable significance in
bifferethee wistonfttermeeffeanobitiatsgrouyis sréups astdeccaroimommancluding baldness,
oralrﬂﬁg‘l.sf%§ 'ﬁg&’éﬁ%@&%te} c% ¥$n%£t£%'s°¥¥dﬂ?aﬂﬁ%51t%%%Pﬁgﬁ%h §e"§[1¥tls\/§11 {@Segg(!ups demonstrate
treat group and control group are 36.0%, 7.14% respectively, there'is
5 thatjeadike sigdificande i diffeesovpeiolostes thierint eff soniofltwovgroapssthdtere no notable
sign QARG HYRHICIPCRINNERIGOC R ot ARG JRHIF: BHE GIR N0 BE0URS1e 35
Indicating that the invented Traditional Chinese Medicine composition,
SBAEF a3 FEFOHEHTE SHatRP)IBOn EheRTsHRBIEBY W eastrreireifdries! incidence of
doublEPRSIEREEE A% R Y IRIPNBISiaRALEN Bf RAUSAN By JIrBLtPRR HaIRESE: one doubtful
Medicine) short term effect is better than sole chemotherapy, long term

adversfraracioR i) RSB detEmotheh A AP akitit Watt tbita Patiénts fith is no notable

10 signileiesiagig-tnerbiamm effeat@ndfongdermnsiferrtal are-bagey than sole
chemotherapy). 5 Results of solid tomor foci size assessment show:

There is notable significance in difference of tumor foci size difference
(after-before) abhwigs@iRups , minimized extent of the tumor foci size of

Fz at p%r,gluptisi ragte[ than %ha%lt ofggontrol. roup. Therei’% notahle | _—
s%nelh ance in ditférence of tumot Toei size of tréat group HBeforé and arer + *° 4°
didgmatihengastikeaciminintizedskd obiiouslyiditerytipatnoé shgampargeiwitiby Traditional

15 cobRlengiRaiment, hels 1200 Netakig Rignilicance in difference of

Results of comparability check show that there is no notable significance in differences of sex, age,

disease courses ,past treatment methods, tumor type, tumor location, number and size, main clinical
symptoms and signs, tongue demonstration of two groups before treatment , except that cancer pain of

treat group is more than that of control group. It suggests that prognostic main factors are uniform between
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tumor foci size of control group before and after treatment . Suggesting
that the invented Traditional Chinese Medicine composition, serving as
adjunctive therapy on chemotherapy of gastric carcinoma (considered as
symptom of stagnation of posison by Traditional Chinese Medicine ), can
. m|n|m|ze umor fobﬁllobwously, which outweighs therapeutic effects of sole
V2R n?otﬁeréfﬁ?p Y8°RESuUlts of main symptoms improvement show:
RKﬂnﬂm@fsb;aBﬂmneamlhephutreaﬁf@todmrﬁmﬂrﬂantrol group increased obviously
GUELISPpLoomonied. wilh et SILEIaTe fiopmen!, and d0e KAINOMion e i
score increased exten eat group IS greater than ¢ontro )ﬁ
18.3%atighe R, piltientsHP both gf cupsoaedmpnoved. dbv%odsy aft@rZ&é%tmﬁC,tively, total
remfQiGUE IMprouerIEnt, 20 LXIRICLIER GIRURISiEAlg fhan that of
control group. Appetite of patients in both groups increased obviously,
SYimesichesiaeligdities g astles diseotriforucanorexidodrneroath, thirsth4iiffRr PR, SD and
PD MAQUIR SRQUURANSQUS REISRILAHAN 6'%&%@/&%%1?%%}%&%&&% GRNCSH PR PR, SD
li

nausea and vomit, abdominal distension , are all improved or have high

andé’@aptﬁéa}?aﬂééﬂrat@@ #&r%?rﬁ%&ﬁ/&%m Bxgéntesngasthictedcemisern is 3.7% . There

are %%@%i@nlh@&ﬁ&%fﬁréﬁ@@f@@ﬁ%uﬁpset tantrum, cancer pain, nausea
and vomit , treat group is higher than that of control group; There is no

Clieb eetgriifie SHeas bt oo RN BT BIBVR MEN st disaspelia e PR. SD and PD

rate SRl SRSy MMIOMDH LEOUSES. @%of@p@@tpély%\&@mmwﬁsrm;mtﬁ)ma@ PR, SD
the invented Traditional Chinese Medicine composition, serving as
and LU e 96 e 53 Om Ch8TRB I EY ot Y@ CERITBIY, t%télrf%lﬁf&?&rﬁ@ 0% . There
ﬂailﬂaﬁ‘ﬁgﬁiﬂi‘dék\tahﬁluafﬂﬂa&c smpromeuglinical symptoms and has better
3 uncpve 't[ erageutlcal eﬁects LaborgltoQ/ examln?tlon results, . hat th
AR WBC, BB MistePdt th3 Grdbps Wl Aot THEEdLE oboistgye that the
therapéteic atnentseompalt e waitl heforeotreafiment, m@gtq»mm @bivessional conservation
methgctip %Sdmi: ?f%ﬁd ObVIt?eu %ly afI‘SL glgaﬂnsg aqgetheg? (;?mré taBnlcal therapeutlc effects
significance in difference o emog in comparison of two groups
Commﬁsmtﬂé)atmenot@@b@lg)ﬁﬂi)aﬂdemdgfgbmmftrem grogp @7 has4dnd Ps1), and results
are <GS e%stgoqeﬁompared with control group. CD3,CD4 , CD4/CD8 and NK
cells of treat group increased obviously after treatment compared with
thbee afsbbiforditeéathae e(Pxd 08 ) Tadinerrh SlandteeMSDSn€ Dnpesdli K coalbined with
' ( f r -
e S8} Il dho S B SR AE poson . s
bettefostiFYrobfsrateinct §5 Db SIS ABEIE resishs SifiBamithataie idivepise therapeutic
funchitgditional Chinese Medicine composition, serving as adjunctive therapy
on chemotherapy of gastric carcinoma, has certain functions of stimulating
immune responses, and can assist intervention chemotherapy to inhibit
qaéggg&qﬁgsﬁgguﬁ%gfﬁ@ﬁa{y@g&gﬁ&ment show: 10 After treatment,
some patlents in two groups had hemoglobln reduction, WBC reduction
Biffk o TGP Ak FRIRE AT el iy e BUKRHEING 2RL ARl MRty 356, 24.39%
respeﬂﬁ&ﬂﬁsmﬂﬁdﬂﬁs hdnasidenaditates iaf BNqdsing shdﬂﬂuﬁﬁUSf&mOmftWGagroups sthere is no
bq re Iowedt an thos? of contr? gra ﬁ (P<0. 05) there is notable
nota sfg bacﬁ%cee THOYIFEPShRe SPoIHBIHEMS'S f’v%oﬁ?oups Considering that
Featagroupureceived thetineentad praditional yGhindise Medieineatment, survival rate of
com tion b sed on h t while con elved ole
et A L P e 12 B e L iy erence
of shaiswrbeege@rcpfdwnrgg)cbvemaﬂlempy)t&l)ea@uﬁem&etydlﬁssessnﬁdnngmsmﬁfect of two
aro Igsetermlned yet that the invented Traditional Chinese Medicine

composition can damage
For gastric carcinoma metastasis patients, 1.5 year follow-up after treatment, survival rate of treat group

and control group are 36.0%, 7.14% respectively, there is notable significance in difference of short term
effect of two groups ;there is notable significance in difference of. long term effectof two groups .

Indicating that the invented Traditional Chinese Medicine composition, serving as adjunctive therapy
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hematopoietic systems and heart, liver functions. We should perform
aggregate analysis using safety assessment data of sole treatment of
primary hepatic carcinoma and gastric carcinoma with the invented
Traditional Chinese Medicine composition (data23-1) 20 Results of
dve; se event demonstrate: During th courses of tgeatment, some, Traditional
on CHIRRRET WS HTou S A AP FeA i on T L Ging S8 petid] PgsREPy Traditiona
Chinelevedicititishahoking:éaag shemofthneath; fhundiceapypersensitisiiet is equal to sole
chenpREES %?t%'é N aplopd) Jaundice indidence fate, of treat Q‘Rg!@?hs QT thect all are
i anatlﬁy‘é of’control groups, there Is no nota e significance In differences
bettepthathyele gblvrodrrapents of two groups There are 25 cases in treat group
who had at least one 25 doubtful adverse reaction, total incidence of
doubtful adverse reactions is 28.7%(25/87), there are 17 cases in control
Beoup Wholidaeat feastzgnesdoupitfahaiverse reaction, total incidence of
TQ&Q %tmlta%%vﬁgﬁﬁlcgﬁ@ecﬁ%el%nég C§ %u(;'ng{‘}'g()j ‘sJ@&H‘:eﬂsnEp (rAﬂE@-IBL?ore) of two groups ,
significance in difference of two groups (RR=0.71, P=0.182). In summary,
mipEBITRS FFHIS! tAn BIBIPNZed BRI GRERIP HerrBtishidithalt apierphgepedhere is notable
sig;ll—ﬁ?cqm:@@ﬁldiﬁgr&m%m@iﬂ@qum%%.%gﬂ peRBINEH WY tRatment , tumor minimized

chemotherapy on treatment of gastric carcinoma , has better clinical

Obfﬁé‘ﬁ&bﬁﬁﬁ8%&%&9%@&&&@&@@@3%&[@%’5 AgAolhls sigaifisance in difference of

wiRRlIBBLSisUNIVabskAlities, vorREOVR liicalsymptans:afipatientGandented Traditional

enhance cellular immune function of patients, it can be used as ) )
O B TR SH B STRORR et py B B4 Y Bar S SRR PatiBnt ! gastric carcinoma
(cdiansidaresngsosy oIRtam Qlstagnation Wl TpEIseMbYhfadiliraRrl e hingsRinimize tumor
f Mebdicinleé) ndhclinicalhapﬁ)lication i?f uite s feh35 %8 What is claimed: LA
O aditionA EANESE et CIRE IR ST ation 10F ami-tumor tharacterized in

that it is composed of following parts by weight of materials: 1 part by

eight of hydnocarpus, 0.8-1.4 parts by weight of 5 cochinchina

#%%%ngggnss énoI?? lih r%vgﬁlgngfé/}l \(/)v%ight of pangolin scales, 0.8-1.3 parts

Byrwéightofrehdibatip freht dréipants doytwegghipohticesideobootisD, iftg treatment compared
wuﬁrt?fgt'to'?ﬁ‘éi"m%'l'r@ﬁ%%n@‘QQ&%@%E’&%P@ '%8{1. %%9&@9&”&&%% Irrpatlgrqu is greater than control

characterized in that dosages of all materials are 1 part by welg%t. 103,
gropetabgforfpratutsing thid gaditonalichineseanadigdinefiordpsaratisinfatigue improvement
extACGRLLING: 10,Salm. &y GRMRHSIRG,foliouing Steps: 1) weighing each crude

herb, grinding to middle size particles; 2) adding 62% ethyl alocohol in a

w/v of 1:2.5-1:3.5 with crude herbs and soaking thoroughly; 15 3) heating

@[Biiéﬁ@i&%@ﬁi&ﬂsful%ﬂu) H&[g@n%cﬁ%édi%%é&ﬂ@&%t&n&%@l&&iﬁg gastric discomfort,

ingredient solution of the traditional chinese medicine preparation '
anOfEeh (HH BIGUH- S VS FIBAY . SRBEARSES AEERITFHY To &R Salc RSt R (Fancer pain,

nauéBathadl tREn/V HuStEmE dSdindiaD ,SQMQJtllI]lelﬁGG&f Cﬂf]gﬁ@eclﬁgm disappearance rates, for
_ characterized in that adding 62% ethyl alocohol in a w/v of 1:0.8-1:1.5 to _
Imp R PSE] L R SRR i s DAY Bt NG Ve irEhigtiBy- cancer pain,
nautbOhad gblyi filtrated @pddhesfidtanalighar Aquired alsepisrie: activenotable significance in
diffei:?e%[%%ifent solution of the invented tradi%ional chinese [)rgedicine

improvement and disappearance rates of other symptoms between two groups .
preparah n. PP ymp group

Above results indicate that the invented Traditional Chinese Medicine composition, serving as
adjunctive therapy on chemotherapy of gastric carcinoma, can ameliorate patients survival qualities,
improve clinical symptoms and has better adjunctive therapeutical effects.

Laboratory examination results demonstrate:

WBC, RBC, platelet of two groups did not incease obviously after treatment compared with before

treatment, hemoglobin of two groups increased obviously after treatment, and there is notable significance

in difference of hemoglobin comparison of two groups after treatment ( P=0.054), Hemoglobin of treat group
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25 6. Method according to claim 5, characterized in that the v/iw is 1:1. 7.
Method according to claim 5, characterized in that filter liquor acquired in
this step is combined with filter liquor mentioned in claim 3, served as the
active ingredient solution of the invented traditional chinese medicine

0 pre%?rgtion. 30 8. Metho(? aﬁchorc{inlg to claim 3 or 5, characterized in that
“ tfehefNYy Sha rSeIreiiatiSn iMMESE 21 hour. 9. Method of any one

accorovh g Coalairs Sdovdaiths of charasigsizecascthatvadilsting aetivent compared with

ingredient soluti gé thyl aloco olca%%j er PFIQ ing,.ethyl alocohol
o B R e e o KT B PR Rt o
grouprochighagtihetoompositioh wdthe rvéntedhiadidigaab CORTB SBnddsiitd® 8 and NK cells
of ¢ oR{r%ngo%B%?e' I?OQ 40 Method according to claim 10, characterized in that

0bVIQ . . . "
the best relative density of this composition of the invented traditional

Shinesestiedieietprépardtomisned Lrpdy8ngl 1qhipethddifingmpapmesition, serving as
adj%ﬁ&wg tH& Q!g" Eﬂe‘?hI)ngmﬁ){wh @f%%ﬁﬂz gegcmot[gé;t ﬂg&@gaﬁcﬁ\{ﬁd&%rgfj L‘Fﬁ%latin g immune
C

solution of the traditional chinese medicine preparation mentioned above
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Results of adverse event demonstrate:

During the courses of treatment, some patients in two groups had adverse reactions including alopecie,
dental ulcer, scytitis, choking and short of breath, jaundice, hypersensitivity etc(see details in table54),
jaundice incidence rate of treat group is lower than that of control groups, there is no notable significance in
differences of other adverse events of two groups There are 25 cases in treat group who had at least one
doubtful adverse reaction, total incidence of doubtful adverse reactions is 28.7%(25/87), there are 17 cases
in control group who had at least one doubtful adverse reaction, total incidence of doubtful adverse
reactions is 40.5% (17/42) . There is no notable significance in difference of two groups (RR=0.71,
P=0.182).

In summary, results of this randomized controlled trial demonstrate that the invented Traditional
Chinese Medicine composition, combined with chemotherapy on treatment of gastric carcinoma , has better
clinical therapeutic effects, can exert synergistic functions, can ameliorate patients survival qualities,
improve clinical symptoms of patients and enhance cellular immune function of patients, it can be used as
adjunctive therapy on chemotherapy of gastric carcinoma patients (considered as sympton of stagnation of

poison by Traditional Chinese Medicine) and clinical application is quite safe.

98



10

15

20

25

30

35

What is claimed:

1.A traditional chinese medicine preparation for anti-tumor, characterized in that it is composed of
following parts by weight of materials: 1 part by weight of hydnocarpus, 0.8-1.4 parts by weight of
cochinchina momordica seed, 0.5-1.1 parts by weight of pangolin scales, 0.8-1.3 parts by weight of rhubarb,

1-1.5 parts by weight of licorice root.

2.The traditional chinese medicine preparation according to claim 1, characterized in that dosages of all

materials are 1 part by weight.

3. Method for producing the traditional chinese medicine preparation according to claim 1, comprising
following steps:

1) weighing each crude herb, grinding to middle size particles;

2) adding 62% ethyl alocohol in a w/v of 1:2.5~1:3.5 with crude herbs and soaking thoroughly;

3) heating and recirculating fully;

4) filtrating, filter liquor acquired is the active ingredient solution of the traditional chinese medicine

preparation mentioned in this invention.

4. Method according to claim 3, characterized in that the w/v in step 2 is 1:3

5. Method according to claim 3, characterized in that adding 62% ethyl alocohol in a w/v of 1:0.8~1:1.5
to the residues and gruffs gotten in step 4, heating again and recirculation thoroughly, filtrated and the filter

liquor aquired also is the active ingredient solution of the invented traditional chinese medicine preparation.

6. Method according to claim 5, characterized in that the v/w is 1:1.

7. Method according to claim 5, characterized in that filter liquor acquired in this step is combined with
filter liquor mentioned in claim 3, served as the active ingredient solution of the invented traditional chinese

medicine preparation.

8. Method according to claim 3 or 5, characterized in that the heating and recirculation time is 0.5-1 hour.

9. Method of any one according to claim 3 to claim 7, characterized in that adjusting active ingredient
solution with ethyl alocohol and water,changing ethyl alocohol volume percentage to 6.0-8.0%, adjusting

pH to 4.0-5.0, then producing the composition of the invented traditional chinese medicine preparation.
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10. Method according to claim 10, characterized in that the best relative density of this composition of the

invented traditional chinese medicine preparation is 1.02-1.08.

11. Method of any one according to claim 3 to 7, characterized in that drying active ingredient solution of
the traditional chinese medicine preparation mentioned above and making granula, filling into blank capsules

and making capsules of the invented Traditional Chinese Medicine preparation.

12. Method of any one according to claim 3 to 7, characterized in that drying the active ingredient
solution of the Traditional Chinese Medicine preparation mentioned above and compressing into round

lamellar shape, this producing the tablets of the invented Traditional Chinese Medicine preparation.

13. Use of the traditional chinese medicine preparation according to claim 1 or 2 for preparing anti-cancer

drug.

14. Use of the traditional chinese medicine preparation according to claim13, characterized in that the

mentioned anti-cancer drugs refer to therapeutic drugs of tumors of digestive tract, lung and cervix uteri.
15. Use of the traditional chinese medicine preparation according to claim 15, characterized in that

Anti-cancer drugs on digestive tract tumor mentioned refer to therapeutic drugs of gastric carcinoma,

intestinal cancer and liver cancer.
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