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Liver-related safsty assessment of green tea extracts in
humans: a systematic review of randomized controlled
trials

There remain liver-related safety concems, regarding potential
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Green Tea Extract Banned In France And Spain
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Spike in Harm to Liver Is Tied to Dietary
Aids
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By ANAHAD O'CONNOR  DEC 21,2013
When Chnstopher Herrera, 17, walked into the emergency room at Texas
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Table 8.5.d: Criteria for judging risk of bias in the ‘Risk of bias' assessment tool

|
[[RANDOM SEQUENCE GENERATION |

[Selection bias (biased allocation to inter ions) due to inad generation of a randomised sequence.
esi a judgement of [The investigators describe alwcwmm in the sequence peneration process such
[Law nsk’jof bias s

* Refemng to a random number table;

* Using & computer random number generator,
» Coin tossing;

* Shuffling cards or envelopes.

& Throwing dice;

* Drawing of lots:

* Minimization”

*Minimization may be impiemented without a random element, and this IS considered 1o
pe equivalent to being random.

teria for the judgement of [The investigators describe 3 COMPONENt in the SEQUENCE GENETATION PrOCESS.
[ High nsk’|of bias JUsually. the descnption would Involve some systematic, non-random approach, for
rxample:

* Sequence generated by odd or even date of birth.
* Sequence generated by some rnule based on date (or day) of admission;

* Sequence generated by some rule based on hospital or clinic record number.

[Other non-random approaches happen much less frequently than the systematic
poproaches mentioned above and tend 1o be ocbvious. They usually involve judgement or
Bome method of non-random categonzation of participants, for example:

* Allocation by judgement of the clinician:

* Allocation by preference of the participant;

s Aliocaton based on the results of a laboratory test or & senes of tests;
* Allocation by availabdity of the intervention

C judgement of |Insufficient informationjabcut the sequence generation Process to permit judgement of
{'.Jncleﬂnsk'kﬁns nsk’ of High nsk
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*Mantel-HaenszeliZE(BIEIEET L) BT, “treatment-arm” B4 1E
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AT FUSADEFETIV (BEEFTIL)
BMEDFROAREE (effect size)
=0+ (F2%)

XRRED/N\SYF(HBERDRELIRET S

SAITFFUSADEEET I
EZREDOMEDAREE (effect size)
=0+ (BHEOHRE-0) + (RE)
=0+ (BARDOED) + ((R=E)
(BWEDED) ~ Fio, il OREEH

HIREREICIEEIRTERLNEL (heterogeneity) &L TOD [EHAFXDIED ]
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[P}, 2002]




@ Fixed Effect Estimate:
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i Wil ,Var(X) = Swn

(Underling Model: £;~N(x, V;))
“Within study variability”
€ Random Effect Estimate:

o _ X Wik 1 o 1
==—— [w; = —=],Var(X) = =—
E Wl [ ! Vi+%2:| V ( ) E WI,
(Underling Model: i?pN(xi, VL-J), iciva(x, 12)))
i f
“Within study “Between study
variability” variability”

BEFORE CONTINUITY CORRECTION AFTER CONTINUITY CORRECTION (4)

Group Event | No Total Group | Event No Event | Total
Event i

Treaiment | a b ath Treatment | a + k I a+b+2k
Control ¢ d c+d Control c+k d+k c+d+ 2k
Total atc |b+d |n Toral fatct2k | b+d+2k | n+ 4k

6 ad G = (a+kNd+k)

i (bt kXc+k)

2 | 1 1 | A 1 | 1 1

i Q))=—-+-+—+—= var(In(€2)) = + + 1L
bl SL I P e )= T een T e n T @ n

Figure 1. Continuity corrections added to a 2 x 2 table of observed counts in a study comparing a
binary outcome between two groups.

Continuity | *Treatment Arm’ CC
Correction 1:R Imbalance
TCC=1/R+1)
CCC=R/(R+1)

[Sweeting, 2004]
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Records identified through the
following database searching
PubMed n = 269
EMBASE n = 458
CENTRAL n = 254

Records excluded
due to duplicates

Records screened
n =561 « 345RDS 5, 45 THTEEED
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Full-text articles i ﬁﬁ%éhtﬂ?ﬂﬁ%@@ﬁ%gﬁ
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Selection bias: Random sequence generation

Selection bias: Allocation concealment
Performance bias: Bliding of participants and...
Detection bias: Bliding of

Attrition bias: Incomplete data
Reporting buas: Sek reporting | ]
Other bias E =
0% 10% 20% 30% 40% 50% 60% 70% 80% S0% 100%
b)ﬁﬁﬁ%w Olowrisk @Unclear W High risk
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(Year) (95% Cl)
No./Total No./Total
! _‘,_ LSS N

)

Nguyen MM

(2012) 12
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Study Total daily
dose

: Possibly due to
Shen et Greentea 500mgGTPs 1 Eieysted SASTISand SAL) concomitant
(2010) levels

medications

NguvenM
(2012)

Greentea 800mgEGCG 1 Elevated ALT level Grade 1
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