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CLINICAL STUDY

Effect of treatment course of comprehensive intervention with Tra-
ditional Chinese Medicine on mortality of acquired immunodefi-
ciency syndrome patients treated with combined antiretroviral ther-
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Abstract
OBJECTIVE: To investigate the effect of a treat-
ment course of comprehensive intervention with
Traditional Chinese Medicine (TCM) on the mortali-
ty of patients with acquired immunodeficiency syn-
drome (AIDS) treated with combined antiretroviral
therapy (cART).

METHODS: AIDS patients who had taken cART in a
national TCM human immunodeficiency virus treat-
ment trial program (NTCMTP) before 2009 were en-
rolled in this study and followed for 36 months
from November 2009. Patients enrolled in the NTC-
MTP in 2004 were taken as the first group, those en-
rolled in 2006 as the second group, and those en-
rolled in 2009 as the third group. Cumulative surviv-
al rates were calculated by the life table method.
Survival curves for subgroups were compared by
the log-rank test. Hazard ratios were calculated
with a Cox proportional hazards model.

RESULTS: A total of 1443 AIDS patients were fol-
lowed for 3 years (4198 person-years). During this
period, 91 (6.3%) patients died and 13 (0.9%) were
lost to follow-up. The total mortality rate was 2.17/
100 person-years. The mortality rate of patients en-
rolled in the NTCMTP in 2004 was 1.49/100 per-
son-years, which was lower than that of patients en-
rolled in 2006 (2.23/100 person-years) and 2009
(3.48/100 person-years). After adjusting for other
factors, a shorter time of treatment with TCM, male
sex, older age, lower CD4 + T-cell counts, and
long-term treatment with cART were risk factors of
mortality.

CONCLUSION: Long-term treatment with TCM de-
creased the mortality risk of AIDS patients. Factors
such as being male, older age, CD4+ T-cell counts,
and time of treatment with TCM and cART were cor-
related with mortality.
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INTRODUCTION
At the end of 2012, the Joint UN Programme on hu-
man immunodeficiency virus (HIV)/acquired immuno-
deficiency syndrome (AIDS, UNAIDS) estimated that
there were 35.3 million people living with HIV (PL-
HIV) worldwide and an increasing number of PLHIV
received life-saving combined antiretroviral therapy
(cART).1 The advent of cART gave hope to PLHIV be-
cause it dramatically reduced disease progression and
death and improved patients' quality of life.2,3 Howev-
er, the side effects of cART, such as nausea, diarrhea, fa-
tigue, lipodystrophy, and skin problems, can result in
non-adherence to the treatment.4,5 The benefits of
cART were only achieved with a high level of adher-
ence,6 and less than optimal adherence was associated
with virologic failure and cART resistance.7-9 This clini-
cal dilemma has compelled researchers to find new
drugs or complementary treatments.
Over the last 30 years, Traditional Chinese Medicine
(TCM), a type of complementary medicine, has been
used to treat HIV. Studies show that TCM treatment
partially reduces plasma HIV viral load, increases
CD4+ T-cell counts, and promotes immunity reconsti-
tution, thus ameliorating symptoms and signs, improv-
ing health-related quality of life (HRQOL), and coun-
teracting the side effects of anti-retroviral drugs.10,11

In 2004, China' s State Administration of Traditional
Chinese Medicine started a national TCM HIV treat-
ment trial program (NTCMTP) that provided free
TCM treatment to 9267 PLHIV in 17 provinces (au-
tonomous regions and municipalities) by the end of
2009. As a province that began the NTCMTP early,
Henan province adopted a strategy called the "three
uniformities and three combinations principles" to
manage the NTCMTP. This approach included three
uniform aspects (unified organization, unified therapy,
and unified index) and three combined aspects (clinical
treatment combined with scientific research, fixed pre-
scription combined with dialectical treatment, and
TCM therapy combined with cART). All PLHIV in a
certain region could join the program voluntarily with-
out consideration of whether they had taken cART.
Once the PLHIV entered the NTCMTP, they would
come under the same management of the NTCMTP
and receive the same treatment. A case report form
would be established and the patient would receive free
TCM treatment monthly until they requested other-
wise. When patients had other symptoms, they would
be treated based on syndrome differentiation.12 Each
group of PLHIV entered the NTCMTP over a short
period of time, and from 2004 to 2009 there were

three batches of PLHIV enrolled in the NTCMTP in
Henan, in 2004, 2006, and 2009.
In this retrospective study, data from AIDS patients
treated with cART plus TCM comprehensive interven-
tion were analyzed, focusing on the effects of the treat-
ment course with a comprehensive TCM intervention
on mortality.

METHODS
Patients
The study population included AIDS patients aged be-
tween 18 and 65 who were identified as HIV-positive
by western blot analysis between November 2003 and
October 2004 and who took cART and were enrolled
in the NTCMTP before November 2009. Patients
who died before November 2009 or stopped taking
cART before November 2009 were excluded.
Patient data were collected at enrollment and monthly
thereafter, mainly through a case report form that in-
cluded demographic information, laboratory measure-
ments (i.e., CD4 + T-cell counts, whole blood cell
counts, urine analysis, liver and renal function, and
HIV viral load test results), detailed information on
therapy, clinical symptoms, and vital status in the
NTCMTP. In this cohort study, we followed the pa-
tients from November 2009 to November 2012. Pa-
tients enrolled in the NTCMTP in 2004 were taken as
the first group, those enrolled in 2006 formed the sec-
ond group, and those enrolled in 2009 formed the
third group.
The data analyzed in this study were mainly collected
from the NTCMTP database and checked against the
national surveillance system of HIV-infected patients
in the Chinese Centers for Disease Control (CDC).

Ethical considerations
This study was approved by the institutional review
board of the First Hospital affiliated to Henan Univer-
sity of Traditional Chinese Medicine. Individual in-
formed consent was not required because this analysis
used existing data collected during the course of rou-
tine treatment, and the data were reported in aggregate
without the use of individual identifying information.

Data analysis
The demographic characteristics of patients were col-
lected in November 2009 and analyzed by chi-squared
test or analysis of variance. The survival study followed
patients for 36 months from November 2009, with
death as the event of measure. Patients who were still
ailing at the end of follow-up, lost to follow-up, or
died because of a non-AIDS-related illness such as sui-
cide or accident were omitted from the results. If the
PLHIV did not return to pick up their medicine, medi-
cal workers would actively visit neighbors or relatives
to identify whether the patient had died or was lost to
follow-up.
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