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A Clinical Study on the Treatment of Chronic Pelvic 
Inflammation of Qi-stagnation with Blood Stasis 

Syndrome by Penyanqing Capsule * 

SHEN Bi-qiong ( ' ~ t ~ , ) ,  SITU Yi (N~I'~), HUANG Jian-ling ( ~ ' ) ,  SU Xiao-mei (,~,lt~i), 
HE Wei-tang ( ~ I { ~ ) ,  ZHANG Mao-wei ( ~ 1 ~ ) ,  and CHEN Qu-bo ( ~ 1 ~ )  

ABSTRACT Objective: To observe the clinical efficacy of Penyanqing Capsule ( ~ , ~ . ,  PYQC) in 
treating pelvic inflammation of Qi-stagnation with blood stasis syndrome. Methods" The randomized, single 
blinded, parallel positive drug controlled method was adopted, with 82 patients assigned into two groups by 
envelop method. The 42 patients in the treated group received PYQC 3 times a day, 4 capsules each time 
taken orally; the 40 patients in the control group were given orally Fuyankang tablets ( ~ ] ~ ] ~ ,  FYKT) 3 
times a day, 6 tablets each time. The therapeutic course for both groups was 2 months, and 2 courses of 
treatment were given successively to observe the comprehensive effect, changes of symptoms and signs be- 
fore and after treatment. The effects of PYQC on hemorrheological character in part of the patients and on the 
pathogenetic chlamydia and mycoplasma were also observed. Results: The total effective rate in the treated 
group was 83.3%, which was insignificantly different from that in the control group (77.5%, P ~ 0 . 0 5 ) .  
However, PYQC could significantly lower the hemorrheologic indexes in patients and showed definite influ- 
ence on the pathogenetic chlamydia and mycoplasma. Conclusion: PYQC has good therapeutic effect in trea- 
ting chronic pelvic inflammation of Qi-stagnation with blood stasis syndrome, and showed definite effect on 
chlamydia and mycoplasma. 
KEY WORDS chronic pelvic inflammation, Qi-stagnation with blood stasis syndrome, Penyanqing Cap- 
sule, therapeutic efficacy evaluation 

Chronic  pelvic in f l ammat ion  ( C P I ) ,  is 

an of ten  encoun te red  disease in gynecologic  

clinics, is character ized by pro t rac ted  course 

and hard to be cured.  Qi -s tagna t ion  wi th  

blood stasis syndrome  ( Q S B S S )  is one of 

the synd rome  types  of CPI (1~. According  to 

the T C M  therapeut ic  principle of regula t ing  

Qi to dispel s t agnancy  and dissolving blood 
stasis to relieve pain,  Penyanq ing  Capsule  

( ~  ~,  ~i~ Jl~ ~ ,  P Y Q C ) ,  a Chinese  herbal  

prepara t ion  worked  out  on the  basis of the  

exper ienced prescr ip t ion of Prof .  S I T U  Yi 

to t rea t  CPI ,  was used to t rea t  pat ients  wi th  

CPI  of QSBSS f rom Dec. 1997 to Dec. 

2000, and good efficacy was obta ined.  T h e  

resul t s  of the s tudy  is repor ted  as fol lows.  

METHODS 

Diagnostic Standards 
In reference to the diagnostic standard for CPI 

in " Guiding Principle of Clinical Research on New 
Drugs of TCM ''(z~ , patients were diagnosed as CPI 
if they had such symptoms as pain and tenesmic 
distension in lower abdomen, and soreness in lum- 

bosacral region, which would be aggravated after 
labor, sexual intercourse and defecation. And a- 
round the menstrual period, it might be accompa- 
nied with low fever, hypermenorrhea and leukor- 
rhagia. And through gynecological examination, 
such signs would be found as uterus postposition, 
limited motion or even fixed motion due to adhe- 
sion; when there exists salpingitis, funicular stick 
in uni- or hi-laterals of uterus with mild tenderness 
is palpable, and when there is inflammation of pel- 
vic connective tissues, there would appear tender- 
ness thickening or enclosed mass in one or both 
sides of pelvic cavity. 

The condition of the disease was classified and 
scored according to the standard of scoring on CPI 
in the afore-said guidanceC2~ : limited motion of u- 
terus with tenderness was scored as 5 points; fu- 
nicular stick like oviduct with tenderness as 5; 
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sheet thickening in uni- or bi-laterals of uterus as 
5; soreness in lower abdomen and lumbar region 
as 3, leukorrhagia as 1, low fever as 1, and ab- 
dominal pain in menstrual period as 1, with every 
increased year of the course of CPI counted as O. 5 
points. Patients with the accumulated scores up to 
over 15 points were regarded as in severe condi- 
tion, 1 0 - 1 4  points as in moderate condition and 
5--9  points as in mild condition. 

The  diagnosis of QSBSS was made in refer- 
ence to the same guidance mentioned above (2) , i. 
e. patients mainly manifested dull pain or disten- 
sion in lower abdomen, soreness in lumbo-sacra[ 
region, which got aggravated during menstrual pe- 
riod or after labor; with yellow or white colored 
leukorrhagia, or having mammary distended pain 
before menstrual period; pale tongue with thin 
white or thin yellow fur, pulse stringy or small- 
stringy. 

General Materials 
All the patients enrolled were out-patients of 

the gynecological clinics of authors '  hospital, hav- 
ing sexual life, and conforming to the diagnostic 
standard of CPI with TCM syndrome type of QSB- 
SS, accompanied with dampness-heat or Pi-defi- 
ciency syndrome in some individuals due to their 
different constitutions.  

The  82 patients were randomly assigned into 
two groups in ratio of 1 : 1 according to the se- 
quence of hospitalization by the randomized num- 
ber produced by cyber-software PEMS 3 .1  pack- 
aged in envelop. The 42 patients in the treated 
group were aged 18--  54 years, 32 .5  4- 7 .3  years 
on average; with the course of disease 5 days -- 10 
years, 3 . 8 +  2 .0  years on average. Among them 
23 patients had fertility history, 8 had been under- 
gone abdominal surgical operation, and 8 compli- 
cated with infertility. Gynecological examination 
found unshaped inflammatory mass in one side of 
accessory area in 5 patients. Ultrasonic examina- 
tion showed the mass was in an irregularly shaped 
mixed area, 3 . 0 - - 5 . 0  cm in size. By TCM syn- 
drome typing, 39 belonged to QSBSS, 2 were QS- 
BSS accompanied with dampness-heat,  1 accompa- 
nied with Pi-deficiency. Eleven patients were in 
severe condition, 25 moderate and 6 mild. 

The 40 patients in the control group were 
aged 1 8 - - 5 6  years, 3 3 . 2 + 7 . 9  years on mean; 
with the course of disease 3 days -- 9 . 5  years, 
3 .6- t -2 .0  years on mean. Among them 15 patients 
had fertility history,  7 had been undergone ab- 

dominal surgical operation, and 5 complicated with 
infertility. Gynecological examination found un- 
shaped inflammatory mass in one side of accessory 
area in 3 patients.  Ultrasonic examination showed 
the mass was an irregularly shaped mixed area, 
3 . 0 - - 4 . 8  cm in size. By TCM syndrome typing, 
38 belonged to QSBSS, 1 was QSBSS accompanied 
with dampness-heat and 1 accompanied with Pi-de- 
ficiency. Ten patients were in severe condition, 22 
moderate and 8 mild. 

Comparison of the general materials between 
the two groups showed insignificant difference 
( P > 0 . 0 5 ) ,  and so they were comparable. 

At the same time, 50 healthy women with no 
blood stasis syndrome, who visited the gynecolog- 
ical clinics of the au thors '  hospital for physical 
checks, were selected to set up the healthy control 
group, their age ranging between 2 0 - - 5 5  years, 
3 4 . 0  • 7. 6 years on mean, with no significant 
difference as compared with the age in the two pa- 
t ients '  groups ( P ) 0 . 0 5 ) .  

Treatment 
PYQC consisting of such kinds of Chinese 

herbs as red sage root,  red peony root,  immature 
bitter orange, pubescent holly root,  etc. was pro- 
vided by the Preparation Department  o{ Guang- 
dong Provincial Hospital  of TCM, each capsule 
containing 1.85 g of crude drugs. It was used to 
treat the patients in the treated group,  with 4 cap- 
sules taken each time, three times a day. 

Patients in the control group were treated 
with Fuyankang tablets ( )~  ~ ) ~  ~-, F Y K T ) ,  a 
product of Jieshou Pharmaceutical Factory,  Anhui 
Province, consisting of red peony root,  Chinese 
angelica root,  smilax glabra rhizome, burreed tu- 
ber, szechwan chinaberry,  tumeric rhizome, yan- 
husuo rhizome, gordon euryale seed, flavescent 
sophora root,  yellow cocktree bark, red sage root 
and cyperus tuber ,  each tablet containing 0 .25  g 
of crude drug. It was given to the patients in the 
control group three times a day, 6 tablets each 
time. 

One course of t reatment  lasted two months 
for either group, and two courses were given suc- 
cessively. The  medication would be stopped in the 
menstrual  period, and other  drugs which could in- 
fluence the effect of the t reatment  were forbidden. 

The  therapeutic efficacy was evaluated at the 
end of therapeutic course. Follow-up study was 



Chin J Integr Med 2005 Dec; I1(4) : 249--254 �9 251 �9 

carried out on the cured patients to know the long- 
term therapeutic efficacy. For the patients of in- 
fertility, the treatment would be stopped when 
they got pregnant in the therapeutic course, and 
the case was evaluated as cured. 

Items of observation 
Symptoms and signs (by gynecologic exami- 

nation) were observed and scored by an appointed 
specialist in the corresponding time of the men- 
strual cycles before and after treatment. 

Hemorrheologic indexes, including high and 
low shear whole blood viscosity, plasma viscosity, 
erythrocyte aggregation index, hematocrit and e- 
rythrocyte sedimentation rate (ESR),  were meas- 
ured before and after treatment using the hemor- 
rheometer type LING-100 produced by the Instru- 
ment Plant of Shanghai Medical University. 

Cervical exudate was collected for detection of 
chlamydia trachoma (CT) antigen and cultivation 
of ureaplasma urealyticum ( U U )  and human my- 
coplasm (Mh)  in the following way: Cervix was 
exposed by vaginoseope and the exudate attached 
to the external orifice was cleaned with a dry steri- 
lized cotton swab. A sterilized cotton swab was in- 
serted into the cervical canal for 1 .5 - -2 .0  cm, ro- 
tated 2 circles to collect the exudate, which was 
placed in an aseptic test tube for use. The immu- 
nological detection on CT antigen was conducted 
using the test kit of Unipath Co.,  UK. The culti- 
vation of UU and Mh was carried out using the 
special culture solution and tested with the kit 
provided by Black Horse Biotech Institute, Zhu- 
hai, Guangdong Province. All patients who 
showed positive outcome in the detection or cul- 
ture were disallowed to have sexual intercourse in 
the therapeutic period, and their sexual partner 
would receive the treatment simultaneously. 

Standard for Efficacy Evaluation 
Referring to the standard in the "Guiding 

Principle of Clinical Research on New Drugs of 
TCM ''~2~ , the efficacy of treatment was evaluated 
depending on the changes of symptoms, signs and 
gynecological examination findings ( $1 ) and 
scores of condition ($2).  It was evaluated as cured 
when patients after treatment had their $1 normal- 
ized, or patients of infertility get pregnant and $2 
lowered to zero; as markedly effective when S1 
obviously improved and $2 reduced by over 2/3; 
as effective when S1 improved, and $2 reduced by 
over 1/3; and as ineffective when no improvement 

was shown after treatment in either $1 or $2. 

Statistical Analysis 
Variance analysis was used for analyzing 

measurement data, Chi-square test was used for 
analyzing enumeration data, rank-sum test was 
used for analyzing ranked material. The ~ value 
was set on 0.05. The analysis was carried out u- 
sing software SPSS 11.0. 

RESULTS 

Comprehensive Effects 
In the  t rea ted  g roup ,  the  effect  was  e- 

va lua ted  as cured in 10 pa t ien ts  (23 .8%,  a- 
mong  them,  one infer t i l i ty  pat ient  got  preg-  

nant  and so was  regarded  as c u r e d ) ,  as 

m a r k e d l y  effect ive in 12 ( 2 8 . 6 % ) ,  as effec- 

tive in 13 ( 3 0 . 9 % )  and as ineffect ive in 7 

( 1 6 .  7 % ) ,  the  total  effect ive rate being 

8 3 . 3 % .  Whi le  in the control  g roup ,  it was  

respec t ive ly  cured in 8 ( 2 0 . 0 % ) ,  ma rked ly  

effect ive in 11 ( 2 7 .  5 ~ ) ,  effect ive in 12 

( 3 0 . 0 % )  and ineffect ive in 9 ( 2 2 . 5 % ,  a- 

mong  them,  2 pat ients  had their  connect ion  

wi th  doc tor  in te r rup ted ,  and so they  were  

regarded as ine f fec t ive ) ,  the total  effect ive 

rate being 7 7 . 5 ~ .  Compar i son  of the  total  

effect ive rate b e t w e e n  the t wo  g roups  

s h o w e d  no significant  di f ference ( P ) 0 . 0 5 ) .  

One  of the  two  pat ients  in the  t rea ted  

g roup  who  were  accompanied  wi th  damp-  

ness -hea t  s y n d r o m e  was  cured and the o the r  

p roved  the t r e a t m e n t  marked ly  effect ive ,  

while  the  pat ient  accompanied  wi th  Pi-defi-  
ciency was  t rea ted  effect ively .  Whi le  in the  

control  g roup ,  the  t r ea tmen t  of the two  pa- 

t ients  wi th  the  two  accompanying  s y n d r o m e s  

proved  to be m a r k e d l y  effect ive in bo th  pa- 

t ients .  T he  5 pat ients  wi th  i n f l ammato ry  en- 

closed mass  in the  t rea ted  g roup  had their  

mass  d i sappeared  comple te ly  in 3, the  mass  

size reduced  by  2 /3  in 1 and by  1 /3  in 1. 

Whi le  those  ( 3  p a t i e n t s )  in the  cont ro l  

g roup ,  the  mass  d i sappeared  comple te ly  in 2 

and the size reduced  by  1 /3  in 1. T h e  s ta t is-  

tical analys is  on the pa t ien ts  wi th  accompan-  

ying s y n d r o m e s  or enclosed mass  was  not  

conduc ted  due to the few ease number s .  
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Relationship between the Condition of Dis- 
ease and the Therapeutic Effects 

As shown in Table 1, the therapeutic 
effect showed itself in patients of various 
conditions in both groups, but the total ef- 
fective rate in patients in the mild condition 
in the treated group were significantly supe- 
rior to that in the severe condition, showing 
significant statistical difference ( P % 0 . 0 5 ) ,  
while comparison of that in mild vs moderate 
and moderate vs severe cases showed insig- 
nificant difference ( P ~ 0 . 0 5 ) .  

In the control group, the total effective 
rate in patients in the moderate condition 
was markedly higher than that in patients in 
severe condition, showing significant differ- 
ence ( P ~ 0 . 0 5 ) ,  but the difference was in- 
significant in comparison of the total effec- 
tive rate in patients in mild condition with ei- 
ther that of moderate or that of severe condi- 
tion ( P  ~ 0. 05).  Differences between the 
two groups in therapeutic effect in patients 
in the same condition were insignificant 
( P > 0 . 0 5 ) .  

Changes of Clinical Symptoms 
As shown in Table 2, in the treated 

group after treatment, excepting that the re- 
duction of low fever was insignificant, obvi- 
ous improvement was shown in symptoms of 
lower abdominal tenesmic distention and 
pain, lumbosacral pain, leukorrhagia, men- 
strual disorder and dysmenorrhea ( P % 0 . 0 5  
or P ~ 0. 01) .  All the above-mentioned 
symptoms, except dysmenorrhea, were sig- 
nificantly improved in the control group 
( P ~ 0 . 0 5  or P ~ 0 . 0 1 ) .  Comparison of the 
improvement in corresponding symptoms 
between the two groups showed no signifi- 
cant difference ( P ) 0 . 0 5 ) .  

Changes of Hemorrheologic Characters in the 
Treated Group 

As shown in Table 3, all the hemorrhe- 
ologic parameters, including high shear 
blood viscosity, low shear blood viscosity, 
plasma viscosity, erythrocyte aggregation 
Index, hematocrit and ESR, measured in 29 
patients of the treated group, were higher 
than those in the healthy control group, and 
all the differences, except that for ESR, had 
statistical significance ( P  ~ 0 .01 ), indica- 
ting the existence of high blood viscosity in 
patients with CPI. All the parameters, ex- 
cept ESR, were lowered to some extent, and 

Table 1. Relationship of the Condition of Disease with Therapeutic Effect [Cases (%)]  

Group n Condition 
Therapeutic Effect 

Cured Markedly Effective Ineffective Total 
Effective Effective 

Treated 

Control 

6 Mild 3 (50 .0 )  2 (33 .3 )  1 (16 .7)  0 6 (100 .0 )  * 

25 Moderate 6 (24 .0 )  7 (28 .0 )  9 (36 .0 )  3 (12 .0 )  22(88 .0 )  

11 Severe 1 (9 .1 )  3 (27 .3 )  3 (27 .3 )  4 (36 .4 )  7 (63 .6 )  

8 Mild 3 (37 .5 )  1 (12 .5 )  1 (12 .5)  3 (37 .5 )  5 (62 .5 )  

22 Moderate 4 (24 .0 )  8 (28 .0 )  9 (36 .0 )  1 (12 .0 )  21(95 .5 )*  

10 Severe 1 ( 9 . 1 )  2 (27 .3 )  2 (27 .3 )  5 (36 .4 )  5 (50 .0 )  

Note : * P<~0.05,  compared with the severe condition in the same group 

Table 2. Changes of Symptoms before and after Treatment (Cases) 

Lower Lower Abdom- 
[.umbosa- Menstrual  Dysmen- Low 

Group n Time Abdominal inal Tenesmic Leukorrhagia 
cral Pain Disorder orrhea Fever 

Pain Distention 

Treated 42 BT 33 21 23 19 16 10 5 

AT 6** 4"* 5** 7** 4 -  3 *  2 

Control 40 BT 34 19 20 17 16 9 6 

AT 6 -  4 -  4"* 5** 4 -  6 0* 

Notes: BT: before t reatment ,  AT:  after t reatment ;  * P ( 0 . 0 5 ,  ** P ( 0 . 0 1 , e o m p a r e d  with BT in the same group 
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Table 3. Changes of Hemorrheologic Parameters before and after Treatment (x_+ s)  

�9 2 5 3  �9 

Whole Blood Viscosity(mPa/s)  Plasma Erythrocyte Hematocrit ESR 
Group n Time 

High Shear Low Shear Viseosity(mPa/s)  Aggregation Index ( ~ )  (mm/h )  

Treated 29 BT 6.38-t-1.33" 10 .02+2 .76  ~ 1.86+_0.25" 1 . 6 6 i 0 . 2 6 "  4 6 . 2 5 •  ~ 16.37-+-10.02 

AT 5 . 5 2 •  zx 8.O2+_2.55 zx 1 . 7 3 + 0 . 1 9  A 1.49+_0.24 ~ 4 1 . 3 9 •  zx 16 .06 •  

Healthy control 50 5.30-t-0.85 6 .6 . •  1.71.1.0.10 1.31-t-0.23 38.00-t-2.83 14.30-/-9.48 

No tes :  ~ P < 0 . 0 1 ,  compared  wi th  the  hea l thy  control  g roup ;  a P < 0 . 0 1 ,  compared  wi th  before t r e a t m e n t  in the  same  

g roup ;  BT  m e a n s  before t r e a t m e n t ,  A T  m e a n s  af ter  t r e a t m e n t  

showed significant difference as compared 
with those before treatment respectively 
( P < 0 .  05 or P < 0 .  01),  suggesting the 
blood viscosity manner was significantly im- 
proved after PYQC treatment. 

Changes of CT in Cervical Exudate and Out- 
come of UU and Mh Culture 

CT detection and UU, Mh culture were 
conducted in 38 patients in the treated 
group. Results showed that before treat- 
ment, the cervical culture showed positive of 
UU in 12 patients (31.6 %) and positive of 
Mh in 7 (18 .4%)  ; immunological detection 
showed CT antigen positive in 10 patients 
( 26 .3%) ,  4 patients (10 .5%)  were positive 
both to UU and CT. 

After PYQC treatment, 3 of the 12 pa- 
tients with UU infection, 1 of the 7 with 
Mh, and 2 of the 10 with CT were cured, 
suggesting that PYQC had a definite thera- 
peutic effect in treating CT, UU and Mh, 
but statistical analysis could not be conduc- 
ted due to the small number of samples. 

Outcome of Follow-up Study 
The follow-up study was carried out 

three months after the treatment came to an 
end. The outcome showed that relapse oc- 
curred in 2 patients (1 in each group) 2 
months after the withdrawal of medication. 
Follow-up on cured patients with CT, UU, 
and Mh infection showed that only one pa- 
tient had UU returned to positive, with all 
other tests proved to be negative. And in- 
quiry of the recurrence one showed that she 
was not disengaged from sexual life during 
the treatment and her sexual partner d idn ' t  
receive synchronous treatment. 

DISCUSSION 

CPI is an often encountered inflamma- 
tory disease of the productive organ in 
women in fertilizable period, which is char- 
acterized by various protracted and relapsed 
symptoms hard to be cured and could result 
in such sequelae as infertility, ectopic gesta- 
tion, chronic pelvic pain and adhesion, and 
is therefore considered as a stubborn disease 
in gynecologic department. 

There has been no large sample epide- 
miological research reported so far. Statisti- 
cal material of the authors '  hospital in re- 
cent 10 years showed that CPI occur mainly 
in women in sexual maturation period, and 
many patients could be harassed by infertil- 
ity, chronic pelvic pain, and ectopic gesta- 
tion for a long time. Its incidence rate could 
be severely influenced by such sexual 
pathophorous diseases as infections of CT, 
UU and Mh (3~ . 

Treatment to activate blood circulation 
to remove blood stasis of TCM could im- 
prove the blood circulation in tissues to a- 
meliorate its nutrition, increase the metabo- 
lism of the body, and promote the absorp- 
tion, soften and resolve the inflammation 
and hyperplastic tissues. It has been proved 
by pharmacodynamic study that PYQC, 
which possesses the effects of regulating Qi 
to drive stagnancy off, resolving blood stasis 
to relieve pain, could improve such inflam- 
mation induced symptoms as reddened 
swelling, hot sensation and pain, and also 
improve the microcirculation to increase the 
local blood supply, accelerate the absorption 
of inflammation and elevate the immunity of 
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organism (4~ . Modern pharmacologic study 
showed that red sage root and red peony 
root have anti-blood coagulation action, 
could promote blood circulation in tissues, 
and improve the hemorrheologic manner of 
organism (5~ . Ilexonin A, the effective ingre- 
dient of pubescent holly root has the action 
of dredging blood vessels, improving micro- 
circulation and promoting absorption of he- 
matoma. Also it could antagonize inflamma- 
tion, relieve pain and inhibit the infiltration 
of inflammatory cells. Bacteriostasis test 
showed that it has an obvious inhibitory 
effect on the pathogens of CPI as staphylo- 
coccus aureus and bacillus coli (6~ . 

PYQC is used in clinical practice to 
treat patients with CPI of QSBSS, and re- 
sults of this observation showed that its ef- 
fective rate reached 8 3 . 3 % ,  very close to 
that of FYKT (77. 5%) ,  and that PYQC 
could effectively relieve various clinical 
symptoms of CPI, such as pain in lower ab- 
domen and lumbosacral region, tenesmic 
distention, leukorrhagia, menstrual disorder 
and dysmenorrhea. 

It has been found that QSBSS in CPI is 
closely related with blood viscosity manner, 
which is revealed in patients with CPI as 
compared with healthy persons, and there- 

fore it is considered that increased blood vis- 
cosity is one of the pathologic characters of 
CPI with QSBSS. PYQC showed marked 
effects in improving the abnormality of hem- 
orrheologic manner and could cure such pa- 
tients effectively. It has also been illustrated 
that PYQC could inhibit the pathogens of 
CPI such as mycoplasma and chlamydia, 
though this needs to be further confirmed by 
randomized, double blinded trials. 
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