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Background definition

National Kidney Foundation defines chronic kidney 
disease as 

glomerular filtration rate (GFR) < 60 mL/minute/1.73 
m2 for  3 months.

or
presence of kidney damage (proteinuria, 
glomerulonephritis or structural damage from polycystic 
kidney disease) for  3 months.
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Kidney damage, as defined by structural abnormalities or 

functional abnormalities other than decreased GFR

Cause is based on underlying illness and pathology
Glomerular diseases (diabetes, autoimmune diseases, systemic infections, drugs, 
neoplasia)
Vascular diseases (atherosclerosis, hypertension, ischemia, vasculitis, 
thrombotic microangiopathy) 
Tubulointerstitial diseases (urinary tract infections, stones, obstruction, drug 
toxicity) 
Cystic disease (polycystic kidney disease) 

Markers of kidney damage may reflect pathology 
Albuminuria as a marker of kidney damage (increased glomerular permeability, 
urine albumin-to-creatinine ratio [ACR] >30 mg/g).* 
Urinary sediment abnormalities as markers of kidney damage 
Imaging abnormalities as markers of kidney damage (ultrasound, computed 
tomography and magnetic resonance imaging with or without contrast, isotope 
scans, angiography). 
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Causes of CKD
chronic illnesses leading to renal damage, such as 

diabetes mellitus (accounting for 33% of adult chronic kidney 
disease [CKD])
hypertension (accounting for 21% of adult CKD) 
heart failure 
systemic lupus erythematosus 
HIV nephropathy 
hepatorenal syndrome

intrinsic renal disease, such as
polycystic kidney disease 
glomerulonephritis

long-standing obstruction, such as from 
nephrolithiasis 
benign prostatic hypertrophy

toxic exposures, such as 
nephrotoxic medications 
intravenous contrast dye or gadolinium exposure

renal artery stenosis may be responsible for 11%-14% cases of end stage renal failure 
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Revised CKD classification based upon GFR and albuminuria
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Prevalence of CKD in United States

based on National Health and Nutrition Examination Survey (NHANES) 1999-
2004 

16.8% of adults  20 years old 
prevalence by stage 

5.7% stage 1 
5.4% stage 2 
5.4% stage 3 
0.4% stage 4/5

prevalence by age (any stage) 
39.4% at age > 60 years 
12.6% at age 40-59 years 
8.5% at age 20-39 years

Reference - MMWR Morb Mortal Wkly Rep 2007 Mar 2;56(8):161
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Prevalence of CKD in China

Estimated prevalence of CKD 10.8% in China

based on cross-sectional study of 47,204 adults  18 years old in China 
CKD defined as estimated glomerular filtration rate < 60 mL/minute/1.73 m2 
or presence of albuminuria 
overall adjusted prevalence of CKD was 10.8% 

adjusted prevalence of estimated glomerular filtration rate < 60 mL/minute/1.73 m2 
was 1.7%
adjusted prevalence of albuminuria was 9.4%

Reference - Lancet 2012 Mar 3;379(9818):815



8

Prevalence of chronic kidney disease in 
China: a cross-sectional survey 
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Prevalence of CKD in Taiwan

prevalence of CKD 11.9% in Taiwan 

based on cohort of 462,293 persons > 20 years old who had regular 
screening 1994-2006 
higher prevalence of CKD associated with lower socioeconomic status 
comparing persons with CKD vs. persons without CKD after median 
7.5 years 

all-cause mortality 10.5% vs. 2.08% (p < 0.05) 
cardiovascular mortality 2.6% vs. 0.35% (p < 0.05)

Reference - Lancet 2008 Jun 28;371(9631):2173
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Reference - Nephrology (Carlton). 2011 Sep;16(7):633-41. doi: 10.1111/j.1440-1797.
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Possible risk factors with herbs

Lead exposure: 

increased blood lead level associated with increased serum creatinine
based on retrospective cohort study 
459 veterans had blood lead concentrations analyzed 
each 10-fold increase in blood lead levels was associated with serum 
creatinine increase of 0.08 mg/dL (7 mcmol/L) 
Reference - JAMA 1996 Apr 17;275(15):1177

increased body lead burden associated with more rapid progression of 
chronic renal insufficiency 

based on study of 110 patients with initial creatinine 1.5-4 mg/dL 
(132.6-353.6 mcmol/L) followed for 2 years 
improvement noted with chelation therapy in selected patients 
Reference - Arch Intern Med 2001 Jan 22;161(2):264
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Possible risk factors with herbs

Aristolochic acid (Mu Tong or Fangchi): 

aristolochic acid has been associated with nephropathy 
leading to end stage renal disease and with urological 
malignancies (FDA MedWatch 2001 Apr 16)

consumption of cumulative doses > 60 g of Mu Tong or 
Fangchi associated with increased risk for end-stage renal 
disease (ESRD) 

based on case-control study with 25,843 new cases of ESRD and 
184,851 controls in Taiwan (1998~2002 )
Reference - Am J Kidney Dis 2010 Mar;55(3):507
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Possible risk factors with herbs

2003 11
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The general management of the patient with chronic kidney 
disease involves the following issues

Treatment of reversible causes of renal dysfunction 

Preventing or slowing the progression of renal disease 

Treatment of the complications of renal dysfunction 

Identification and adequate preparation of the patient in whom renal 
replacement therapy will be required
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2011 KDIGO clinical practice guideline for management of 
blood pressure in CKD

proteinuric CKD (500 to 1000 mg/day or more), 
the blood pressure < 130/80 mmHg. 

nonproteinuric CKD (less than 500 to 1000 
mg/day), the blood pressure < 140/90 mmHg
=>and to less than 130 to 135 mmHg systolic if it 
can be achieved without producing significant 
side effects.
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Interventions to slow loss of kidney function

ACEi or ARB have renoprotective effects in proteinuric CKD 
Strict control of diabetes
Statins may reduce cardiovascular mortality and nonfatal 
cardiovascular events in patients with chronic kidney disease (CKD) 
(level 2 [mid-level] evidence)
for adults with moderate-to-severe CKD, reduced protein intake
associated with reduced risk of death or ESRD (level 2 [mid-level] 
evidence)
Bicarbonate supplementation in patients with severe CKD and 
metabolic acidosis may slow progression of kidney disease and reduce 
need for dialysis (level 2 [mid-level] evidence) 
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Step 1- Asking ( )

Is TCM for chronic kidney disease effective?
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PICO

Problem: chronic kidney disease (r/o ESRD) or 
proteinuria
Intervention: Chinese herbal medicine
Comparison: Placebo or conventional western 
medicine therapy
Outcome: ameliorate renal function progression or 
improve proteinuria
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from: http://www.ebmpyramid.org/help.php
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Oxford Center (May 2001)
for Evidence based Medicine Levels of Evidence Evidence
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Step 2- Assessing( )

From: http://earthgodandrapiddoc.blogspot.com/2011_08_01_archive.html
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Keyword

Problem
Chronic kidney disease or chronic renal failure
or chronic renal insufficiency
Proteinuria

Intervention
Chinese herb or chinese medicine or kampo or
herb
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Evidence-based journals
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(randomized or systematic) AND (chronic kidney disease or chronic renal 
disease or chronic renal insufficiency or proteinuria) AND (chinese herb or 
chinese medicine or kampo or herb)
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Step 3- Appraisal( )
Systemic review

Chinese herbal medicine Huangqi type formulations for nephrotic 
syndrome.
Yuan, Wei. Wang, Juan. Wu, Taixiang. EBM Reviews - Cochrane 
Database of Systematic ReviewsCochrane Renal Group Cochrane 
Database of Systematic Reviews. 4, 2010. 

Topical herbal application as an adjuvant treatment for chronic 
kidney disease - a systematic review of randomized controlled 
clinical trials.
Zhang H, Ho YF, Che CT, Lin ZX, Leung C, Chan LS. J Adv Nurs. 
2012 Jan 10. doi: 10.1111/j.1365-2648. 2011.05925.x. [Epub ahead of 
print] 
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RCT
The clinical research on serum cystatin-C alteration on stage II 
chronic kidney disease with gubenquduyishen decoction treatment.
Dong F, Cheng J, Lin S, Hu Z, Chen G, He L.J Ethnopharmacol. 2010 Oct 5;131(3):581-4. Epub 
2010 Jul 24.

Optimized project of traditional Chinese medicine in treating 
chronic kidney disease stage 3: a multicenter double-blinded 
randomized controlled trial.
Wang YJ, He LQ, Sun W, Lu Y, Wang XQ, Zhang PQ, Wei LB, Cao SL, Yang NZ, Ma HZ, Gao J, 
Li P, Tao XJ, Yuan FH, Li J, Yao C, Liu X.J Ethnopharmacol. 2012 Feb 15;139(3):757-64.
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VIP 
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Systemic review appraisal sheet

Are the results of the review valid?
What question (PICO) did the systematic review address?
Is it unlikely that important, relevant studies were missed?
Were the criteria used to select articles for inclusion appropriate?
Were the included studies sufficiently valid for the type of question 
asked?
Were the results similar from study to study?

What were the results?
How are the results presented?
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Chinese herbal medicine Huangqi type formulations 
for nephrotic syndrome.
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What question (PICO) did the 
systematic review address?

Title: Chinese herbal medicine Huangqi 
type formulations for nephrotic syndrome
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Is it unlikely that important, relevant 
studies were missed?
Search strategy

We searched the Cochrane Central Register of Controlled 
Trials (CENTRAL), MEDLINE, EMBASE, Chinese 
Biomedicine Database (CBM), CNKI, VIP and reference 
lists of articles. There was no language restriction. 

Date of most recent search: June 2006.

We were unable to determine if studies with negative 
findings remain unpublished.
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Is it unlikely that important, relevant 
studies were missed?

188

95 93

87 6

3 3

TELEPHONE YN

N Y

YN

RANDOMIZED

CONTENT

Studies awaiting 
classification.

Memory bias!!
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Were the criteria used to select articles 
for inclusion appropriate?

Method: All randomised controlled trials (RCTs) assessing the use of Huangqi and 
Huangqi type formulations in treating NS in adults and children, either as sole agents or 
in addition to other drug therapies. The first period of randomised crossover studies were 
also included.

Types of participants: Adults and children with primary NS. In the absence of an 
explicit definition of NS, the diagnosis of NS in adults was based on the excretion of 
large amount of protein in the urine/d (> 3.5 g/24 h urine) and low serum protein (< 30 
g/L), and in children with proteinuria > 3+ on dipstick, urinary protein-creatinine ratio > 
0.2 g/mmol, > 40 mg/m²/h or > 50 mg/kg/d. People with secondary NS were excluded.

Types of interventions:
• Huangqi or Huangqi type formulations versus other drugs, formulations or placebo.
• Huangqi or Huangqi type formulations in addition to other drugs versus other drugs.
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Were the included studies sufficiently valid for the 
type of question asked?
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Were the results similar from study to 
study?

Huangqi injection had a positive effect on plasma albumin (MD 6.90, 
95% Cl 3.60 to 10.20) and cholesterol (MD 2.13, 95% Cl -2.97 to -
1.29). 

Huangqi and red Chinese date reduced some adverse reactions 
(Cushing’s syndrome: RR 0.55, 95% Cl 0.32 to 0.94; hormone reduced 
syndrome: RR 0.58, 95% Cl 0.39 to 0.85, respiratory tract infection: 
RR 0.27, 95% Cl 0.08 to 0.88), but no benefit on reducing relapse. 

Huangqi and Danggui had a positive effect on cholesterol (MD -0.85, 
95% Cl -1.70 to 0.00).
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How are the results presented?
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Chinese herbal medicine Huangqi type formulations for 
nephrotic syndrome.

Are the results of the review valid?
What question (PICO) did the systematic review address?
Is it unlikely that important, relevant studies were missed?
Were the criteria used to select articles for inclusion appropriate?
Were the included studies sufficiently valid for the type of question 
asked?
Were the results similar from study to study?

What were the results?
How are the results presented?

Y

Y

N

N

No heterogeneity was calculated

N
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Topical herbal application as an adjuvant treatment for chronic 
kidney disease - a systematic review of randomized controlled 
clinical trials



53

What question (PICO) did 
the systematic review 
address?

Title: Topical herbal application as an adjuvant treatment for 
chronic kidney disease - a systematic review of randomized 
controlled clinical trials
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Is it unlikely that important, relevant 
studies were missed?

The English databases: adapted subject headings and text words were 
developed around ‘herbal medicine’, ‘chronic kidney disease’, and 
‘randomized controlled trial’. In these text words, they were combined 
with ‘or’, and then the three kinds of searching terms were combined with 
‘and’.

The Chinese databases: The text words for chronic kidney disease in  
Chinese were as follows: shen gong neng bu quan (literally, 
incomplete renal function), shen gong neng shuai jie (renal 
function failure), shen shuai (kidney failure), niao du zheng 
(uraemia), and dan zhi xue zheng (azotemia); and the text words
for external use were wai zhi (literally, external treatment), wai yong

(external application), fu (topical application), tie (adhesion to 
skin), tu (applying to skin), xi (washing), yu (bathing), pao
(soaking), and xun (fuming).
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Is it unlikely that important, relevant 
studies were missed?

We also searched Current Controlled Trials 
(http://www.controlled-trials.com) and OpenSIGLE 
(System for Information on Grey Literature in Europe) for 
ongoing and unpublished reports. 

Additional searches were also performed on the reference 
lists of the included studies and significant review articles 
to identify any potential missing trials.
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All 23 trials were conducted 
in China, and their results 
were all published in the 
Chinese language.
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Were the criteria used to select articles 
for inclusion appropriate?
Inclusion
(1) those who are undergoing maintenance dialysis treatment; 
(2)     have an impairment of GFR <60 mL/min/1A73 m2 for ‡3 months; or 
(3)     have had kidney damage for >=3 months, as defined by structural or functional abnormalities of 

the kidney, manifested by either pathological abnormalities or markers of kidney damage 
including abnormalities in the blood or urine or imaging tests.

Exclusion 
(1) merely stated that their patients had renal disease or renal insufficiency without mentioning 

baseline data of GFR, Scr, or other indicators of kidney function such as blood or urine tests; 
(2) involved patients who have undergone renal transplantation. 
(3) Studies of diabetic nephrology were also excluded from the review, because different treatment 

principles and compositions of herbal formula are normally used for this disease.
(4) Enema therapy using herbal medicine was also excluded, as it is not regarded as a typical topical 

intervention.
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Were the included studies sufficiently valid for the 
type of question asked?
Randomization

The randomized allocation was mentioned in 20 studies but without further 
elaboration. 
One study reported the simple random number table was used (Yang et al. 
2008). 
Two studies stated the simple randomization procedure without further detailed 
description (Zhou & Dong 2004, Wang et al. 2005). 
One study used the sequence of hospital admission for patient allocation, 
rendering it a quasi-randomization or systematic allocation (Guan 2006). 

Blind
The double-blind method was mentioned in one study that used a placebo paste 
as control, but it was not clear whether the patients, the doctors, or the data 
collectors were masked. 
No blinding was mentioned in the other remaining studies.
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Were the results similar from study to 
study?

We used chi-squared test with an alpha of 0.1 for statistical significance 
and I2 test to analyse heterogeneity across the included studies

As the chi-squared test has low power when the included studies have 
small sample size or are few in number, a P value of 0.10, rather than 
the conventional level of 0.05, was used to determine statistical 
significance.

We did not conduct a funnel plot because the number of included trials 
was relatively small.
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How are the results presented?
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How are the results presented?
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How are the results presented?
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How are the results presented?
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Topical herbal application as an adjuvant treatment for chronic 
kidney disease - a systematic review of randomized controlled 
clinical trials
Are the results of the review valid?

What question (PICO) did the systematic review address?
Is it unlikely that important, relevant studies were missed?
Were the criteria used to select articles for inclusion appropriate?
Were the included studies sufficiently valid for the type of question 
asked?
Were the results similar from study to study?

What were the results?
How are the results presented?

Y

N

Small sample size and poor 
designed studies included

N
N

Y
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Critical appraisal for therapy articles (RCT)

Are the results of the trial valid? (Internal Validity)
Was the assignment of patients to treatments randomised?
Were the groups similar at the start of the trial?
Aside from the allocated treatment, were groups treated equally?
Were all patients who entered the trial accounted for? – and were they analysed 
in the groups to which they were randomised?
Were measures objective or were the patients and clinicians kept “blind” to 
which treatment was being received?

What were the results?
How large was the treatment effect?
How precise was the estimate of the treatment effect?

Will the results help me in caring for my patient? 
(ExternalValidity/Applicability)
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The clinical research on serum cystatin-C alteration on stage II 
chronic kidney disease with gubenquduyishen decoction 
treatment.
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GBQDYS decoction

Recently, it has been suggested that GFR can be predicted based on the 
Cys-C concentrations and that the Cys-C concentration is not 
influenced by the gender or the age (Stefan et al., 2000).

A recent meta-analysis demonstrated that Cys-C is a better marker for 
GFR than Scr (Tanaka et al., 2007). 

Clinically, it has been demonstrated that Cys-C can satisfy early 
detection for both the Stage-I and -II CKD (Coll et al., 2000).
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Was the assignment of patients to 
treatments randomised?
M&M

A total of 68 patients identified with stage-II 
CKD were randomly divided into the 
treatment group and the control group, 34 
patients each.

HOW ?
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Were the groups similar at the start of the trial?

Whether differences between groups are 
statistically significant?

P-value

0.9
0.8

0.75
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Aside from the allocated treatment, were groups 
treated equally?

Both the control and the treatment groups took on a 
low protein and low phosphonium diet regimen, and 
all patients were subjected to physical examination 
at a total of 16 times throughout the trial.

In addition, the concentrated extract of GBQDYS 
decoction was only given to the treatment group, 
taken after meal at 3 times per day in a package of 
100mL for 48 months. 

NO PLACEBO!
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Were all patients who entered the trial 
accounted for? – and were they analysed in 
the groups to which they were randomised?

Losses to follow-up should be minimal – preferably less 
than 20%. 
* However, if few patients have the outcome of interest, then 
even small losses to follow-up can bias the results.
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Were all patients who entered the trial accounted for? – and were they 
analysed in the groups to which they were randomised?

Total of 68 patients identified with stage-II 
CKD

Three months is regarded as one course of 
treatment, a total 16 courses was completed 
in this study. No patient was withdrawn from 
the study due to intolerability or adverse side 
effects.
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Were measures objective or were the 
patients and clinicians kept “blind” to 
which treatment was being received?

NO BLIND WAS MENTIONED
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How large was the treatment effect?

NO Relative Risk, Absolute Risk Reduction, Relative Risk Reduction 
or Number Needed to Treat were mentioned
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How precise was the estimate of the 
treatment effect?

No confidence interval was presented
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Will the results help me in caring for my patient?

Is my patient so different to those in the study 
that the results cannot apply?

Is the treatment feasible in my setting?

Will the potential benefits of treatment 
outweigh the potential harms of treatment for 
my patient?

Unclear, due to  NO PLACEBO!

No. But lack of Co morbidities data?

Not so feasible
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Critical appraisal for therapy articles

Are the results of the trial valid? (Internal Validity)
Was the assignment of patients to treatments randomised?
Were the groups similar at the start of the trial?
Aside from the allocated treatment, were groups treated equally?
Were all patients who entered the trial accounted for? – and were they analysed 
in the groups to which they were randomised?
Were measures objective or were the patients and clinicians kept “blind” to 
which treatment was being received?

What were the results?
How large was the treatment effect?
How precise was the estimate of the treatment effect?

Will the results help me in caring for my patient? 
(ExternalValidity/Applicability)

How?
N

Y
N

Y

N

Unclear, due to  NO PLACEBO!

Y
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Optimized project of traditional Chinese medicine in treating 
chronic kidney disease stage 3: a multicenter double-blinded 
randomized controlled trial.
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Methods

Patients
Patients were recruited at 13 hospitals in China. 
Between January 2006 and December 2009, 
Consecutive patients aged from 18 to 65 years old were screening for this study. 

Inclusion criteria:
(1)The patients signed written informed consent. 
(2) Primary chronic nephritis with eGFR from 30 to 59 ml/min (CKD stage 3). 

(a) 24 hproteinuria less than 2 g/d. 
(b) Not received ACEI or ARB for at least 2 weeks. 
(c) Blood pressure (BP) less than 140/90 mmHg. 

Exclusion criteria:
(1) women in pregnancy or lactation. 
(2) Patients with severe disease in other organs or cancer, active tuberculosis, positive HBeAg, renal 
transplantation. 

(3) Current treatment with corticosteroid, immunosuppressive agents.  
(4) With psychoticdiseases. 
(5) Enrolled in other trials. 
(6) Hemoglobin (Hb) less than80 g/L.
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Was the assignment of patients to 
treatments randomised?

Eligible patients obtained their sequence numbers 
from the coordinator and were randomly allocated 
into three groups according to a computer-
generated randomization sequence list
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Were the groups similar at the start of the trial?
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The TCM syndrome patterns of 
CKD patients were classified into

• Qi yin/Xue Deficiency 
( / ),

* lood stasis in kidney( ), 

• Wind-dampness interfering in 
the Kidney( )  

• Endoretention of damp heat 
( ) 

(Zhen et al., 2010).
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(a) Qi Yin/Xue deficiency patterns ( ): Astragalus 
membranaceus, Radix Pesudostellariae, Radix angelicae sinensis, Fructus 
ligustri lucidi  .

(b) Blood stasis in the kidney patterns ( ): Radix salviae 
miltiorrhizae, Semen persicae, Herba centellae, Radix et rhizoma rhei        

. 

(c) Wind-dampness interfering in the kidney patterns ( ): 
Tripterygium wilfordii Hook. F, Radix Stephaniae Tetrandrae, Winged 
Euonymus Twig   . 

(d) Endoretention of damp heat ( ): Rhizoma polygoni cuspidati, 
Rhizoma coptidis, Rhizoma smilacis glabrae, Serissa serissoides (DC.) Druce   

.
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Aside from the allocated treatment, were groups 
treated equally?

Treatment
All these patients received general therapy for chronic renal failure as 
follows:
(1) protein intake (50% was high quality protein) was 0.6 g/(kg d) 
with sufficient calorie supply (30–35 kcal/kg). 
(2) Antihypertensive agents except ACEI or ARB was given to the 
patients with BP > 140/90 mmHg. The patient will not be enrolled in 
this study until his/her BP was less than 140/90 mmHg. 
(3) Patients received antihyperlipidemic agents including fenofibrate 
and/or atorvastatin for hyperlipoidemia.
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Were all patients who entered the trial 
accounted for? – and were they analysed in 
the groups to which they were randomised?

Losses to follow-up should be minimal – preferably less 
than 20%. 
* However, if few patients have the outcome of interest, then 
even small losses to follow-up can bias the results.
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Shed criteria. (These patients cannot go on receiving the
therapy of the research, but they will be followed up to the end of the 
trial.) :

(1) Severe side events. 
(2) Severe complications. 
(3) Violate the trial regimen. 
(4) Significantly increased proteinuria. 
(5) Lose to follow up. 
(6) Pregnancy. 

Rejection criteria. (The patients have undergone randomization but will 
be excluded) 

(1) Refuse to take the medicine of this trial. 
(2) Without any follow up data.



89

569 cases were 
included in the 

therapeutic 
effects

analysis.
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Were measures objective or were the patients and 
clinicians kept “blind” to which treatment was being 
received?

This was a prospective, multicenter, double blinded
and randomized controlled study. 

We conducted the study in accordance with the 
ethical principles of the Declaration of Helsinki, the 
Good Clinical Practice guidelines of the international 
Conference on Harmonization, and local regulatory 
requirements. 

The study protocol was approved by the ethics 
committee at each participating center. 
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Benazepril placebo was made of lactose, starch, 
carboxymethyl starch sodium and magnesium Stearate 
capsulated in a capsule that was comparable to the 
Benazepril capsule.

TCM placebo granules separated to four TCM patterns 
were made of lactose, starch, edible colorant and bitter 
taste agents capsulated in a little tin foil bag that was the 
same as the four kinds of TCM granules.

PLACEBO !!!
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How large was the treatment effect?

NO Relative Risk, Absolute Risk 
Reduction, Relative Risk 

Reduction or Number Needed to 
Treat were calculated
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In the end of observation, eGFR in the 
TCM and the TCM + Ben group were 
higher than the Ben group (P < 0.05).

In the end of observation, 24 h proteinuria 
in TCM group was increased at week 12, 
and remained stable at week 24.

24 h proteinuria in TCM + Ben and Ben 
group was decreased as compared with 
TCM group (P < 0.05). 
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In the end of observation, UAlb/Cr in TCM 
group was increased from week 4 to week 
12, and remained to the end.
UAlb/Cr in TCM + Ben and Ben group
was decreased as compared with TCM 
group
(P < 0.05). UAlb/Cr in TCM + Ben group 
was also lower than Ben group (P > 0.05).

In the end of observation, Hb in TCM
group was increased as compared with 
baseline. Hb in TCM group was higher 
than Ben and TCM + Ben group (P < 
0.05).
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The TCM score in each group were all 
decreased at week 24 as compared 
with baseline.
TCM score in TCM + Ben group was 
decreased significantly as compared 
with the other two groups (P < 0.05).
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11 patients in the Ben group 
reached the primary end point 
compared with 5 patients in the 
TCM groups and 4 patients in the 
TCM + Ben groups (P = 0.044) 
(Fig. 4), indicating that the 
patients reached the primary end 
points in the TCM + Ben group 
was significantly lower as 
compared with the Ben group.

The primary endpoint was the 
time to the composite of 50% 
increased of serum creatinine, 
end stage renal disease or
death.
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As a whole, side effects events were lowest in the TCM group as 
compared with the other two groups (P < 0.05).



98

How precise was the estimate 
of the treatment effect?

We can gauge how close this estimate is to the true value by 
looking at the confidence intervals (CI) for each estimate. 

If the confidence interval is fairly narrow
then we can be confident that our point estimate is a precise 
reflection of the population value.

No confidence interval was presented
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Will the results help me in caring for my patient?

Is my patient so different to those in the study 
that the results cannot apply?

Is the treatment feasible in my setting?

Will the potential benefits of treatment 
outweigh the potential harms of treatment for 
my patient?

Unclear, where is the 
placebo group?

NO

Maybe feasible
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Critical appraisal for therapy articles

Are the results of the trial valid? (Internal Validity)
Was the assignment of patients to treatments randomised?
Were the groups similar at the start of the trial?
Aside from the allocated treatment, were groups treated equally?
Were all patients who entered the trial accounted for? – and were they analysed 
in the groups to which they were randomised?
Were measures objective or were the patients and clinicians kept “blind” to 
which treatment was being received?

What were the results?
How large was the treatment effect?
How precise was the estimate of the treatment effect?

Will the results help me in caring for my patient? 
(ExternalValidity/Applicability)

Y
N

Y
Y

Y
Y

N

Unclear, due to  NO PLACEBO!
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Author’s opinion

In summary, this first RCT study about the effects of 
Chinese decoctions on CKD stage 3 patients with chronic 
glomerulonephritis following the differentiation of 
symptoms and signs demonstrated that Chinese 
decoctions can protect renal function, improve anemia. 

Chinese decoctions combined with benazepril can 
synerigisticly decrease proteinuria and increase GFR as 
compared with either TCM decoctions to improve GFR or 
benazepril to reduce proteinuria, respectively.
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Step 4- Apply( )

systemic review

CKD stage 3 18~65

eGFR
ACEi ACEi

ACEi CKD
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Step 4- Apply( )

stage CKD
18 65

co morbidities

double blind RCT
placebo group
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Step 5- Auditing( )
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~The END~


