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(Material & Methods)
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Materials

Animals

Preparation & model establishment
Study design

Interventions

Methods of measurement

Calculations

Analysis of data

T+ (Organization)

» FHEE FEOHL 2K 5SS 8.

Animal Studies Clinical Studies

Study subjects

Inclusion criteria
Exclusion criteria

Study design
Interventions

Methods of measurement
Calculations

Analysis of data

of

ucinous type 8t...

off o
3

[

o
Y
Ak dvanced stage 2t?
4

=]
1_‘?'_0}7

)
of

c EEO|AMO X7)...
- Recurrent?

» Example

Clinical Study

1. Study subjects

IBT-IIA.

This study was conducted prospectively in patients with cervical cancer

the International Federation of Gynecology and Obstetrics (FIGO) stage
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Clinical Study
M=z (CHehel xiE 7| E U Hel7|E

» Inclusion criteria

the cervical smear collected before radiotherapy in 169 patients with stage IB1 through
stage IVB cervical cancer (International Federation of Gynecology and Obstetrics [FIGO])

between July 2003 and December 2006, at the National Cancer Center, Goyang, Gyeonggi,
Korea.

» Exclusion criteria

Exclusion criteria included neuroendocrine histology, pathologically proven distant

metastasis, history of psychiatric disease, preoperative urinary dysfunction, and another
coexisting malignancy.

Clinical Study

» AT ARE T A = (n)= EE=HD| 7
» AlHE HAE T2 AL
=3

o AT ANTL =E SOl fEA 7|2 E0f ACk"Etn o M= WA ALK

... Data are summarized as mean + SD in Table 1
» O|BE Oi== 7=

» ZHAHE BHS [ = patient A, B... SO 2 B3
» CONSORT statement : for RCT
- Consolidated Standards of Reporting Trials

o Checklist of essential item and flow diagram

» PRISMA statement : for systematic review and meta-analysis
> Checklist and flow chart
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» Generic name At

Paclitaxel, dopamine HCI

YEY, MZDAY, Mz, Bz
7IA, Kit: 2|AOIE, 2 =AY, LI2t0|E

HE, 5k, 88 52 222 AL, FC= JIH 3 §l0| 7|

‘ DMEM culture medium (Gibco BRL, Long Islands, NY) ‘

‘ 10 mg nitoglycerine , nitroglycerine (10 mg) ‘

» SESABY ZR, 0H HdEESE dEE Y| /&
Animal (X)

Six weeks old female athymic nude mouse....

» Z™EES : Sl Unit

HFH (Methods)

Ol A| eI

» of =R
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b2 Al 5 (repeats for reproducibility)

Animal Study
of=: A+Clxred (1)

» A; OfASE (animals)

» B:

et

2|28 (preparation)

» C:

ofn

S04 MMt (methods for model establishment)

Establishment of orthotopic tumor model

AFemale athymic nude mice (NCr-nu) were purchased from the National Cancer Institute-Frederick Cancer
Research and Development Center, and housed in specific pathogen-free conditions. ® They were cared for in
accordance with guidelines set forth by the Association for Assessment and Accreditation of Laboratory Animal
Care International and the U.S. PHS Policy on Humane Care and Use of Laboratory Animals, and all studies were

approved and supervised by the MD Anderson Cancer Center Institutional Animal Care and Use Committee.

€ To produce tumors, Hec-1A and Ishikawa cells (both 4.0 x 106 cells per 50 uL HBSS) or Spec-2 cells (2.0 x 106

cells per 50 pL HBSS) (25) were injected into the mice. Before injection, mice were anesthetized with isoflurane
inhalation (Baxter, Deerfield, IL), and a 0.5-cm incision was made in the right lower flank to optimize exposure to
the right uterine horn. The distal portion of the horn was then identified and pulled to the incision for exposure.
A single-cell suspension of 50 uL was then injected into the lumen of the uterine horn. The injection site was

closely monitored during and following injection to ensure that no spillage occurred into the peritoneal cavity.
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Animal Study
ol =2: A-CIxel (2)

» A ER J|Chal 7|7

()

» GAlYE, oix=E

»  D; HX| (Intervention)

m
ruz
o

7|2t

o
A

2~ (dependent variables)

Therapy for established uterine tumors in nude mice

ATo assess tumor growth, treatment began two weeks after injection of tumor cells. Mice were randomly divided
into 84 groups (n = 10 mice per group); € (a) control PBS, (b) 3G3, (c) paclitaxel (Ishikawa, Hec-1A and OVCA432)
or docetaxel (Spec-2), and (d) 3G3 combined with chemotherapy (paclitaxel or docetaxel).

PAntibody 3G3 was dosed using 60 mg/kg intraperitoneal injection twice weekly with an initial loading dose of 214

mg/kg (21). Chemotherapy was injected into the peritoneal cavity once a week at a dose of 100 pg/mouse
(paclitaxel) or 30 pg/mouse (docetaxel). Mice were euthanized after they became moribund (typically E six to seven

weeks, depending on tumor cell type). F Tumor weight, number of tumor nodules, and distribution of tumors were

recorded. Tumor tissue used in this study was obtained at the time of necropsy, and immersed in optimum cutting

temperature medium for frozen slide preparations. Tumor specimens were also fixed in formalin for paraffin slide

preparation.

2 AP0 HEL™e 7=

Clinical

Cancer Therapy: Preclinical neg:::’:':

Biologic Effects of Platelet-Derived Growth Factor Receptor
« Blockade in Uterine Cancer

Ju-Won Roh' %, Jie Huang, Wei Hu', XiaoYun Yang’. Nicholas B. Jennings', Vasudha Sehgal®, Bo Hwa Sohn®

Figure 3 Fig. 3. Effect of 3G3 on tumor cell apoptosis. A, the apoptotic rate of cu\tured cell lines
with treatment of 3G3 alone at 20 pg/mL, and B, the apoptotic rate after 3G3 treatment
* ,m S combined with cytotoxic chemotherapy in Ishikawa, Hec-1A, Spec-2, and KLE cells.
8 e
%N o Apoptosis was measured by determining the percentage of PE Annexin V/7-AAD-
::n f] positive cells at 72 hours after treatment. Results were confirmed with triplicate
‘33.“' < i experiments. Error bars, SEM. *, P < 0.05.

» Reviewer #2 (Reviewer Comments to the Author):

3. It is unclear from the figure legends whether experiments shown in Figs. 2, 3,
and 4 reflect independent experiments or triplicate aliquots from the same
experiments. This is an important issue (D.L. Vaux, EMBO Rep. 13:291, 2012). If
independent experiments were performed, this must be explicitly stated. If a
"representative” experiment is provided, this should also be stated.
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scierice ¢ society

Replicates and repeats—what is the
difference and is it significant?

uptake assay as described previously (24). Cells were plated
on 96-well plates (7,000 per well for Ishikawa, Hec-1A, and|
A";;‘?J;e one Al m'?eagf;p": other KLE; 1'0,000 per well for Spec-2) in mPlica(e and incubated
overnight at 37°C and 5% CO,. After incubation, cells were'

A

: ! ep . i
-~ - H 2 : “Cells were plated on 96

} ! : well plates in triplicate~ “
Bone marrow Bohe marrow

Figure 3. Effect of 3G3 or the
1 \4— — / \ combination of 3G3 and
1 1 chemotherapy on apoptosis. A,

apoptosis of Hec-1A and RL9S-2
. cells was measured after treatment

with 3G3 and PDGF-AA. "3G3 +
B PDGF-AA" means pretreatment .
with 3G3 before PDGF-AA Lege n d :

i All mice of somme cther L
Al Imics or one Senotype stimulation, and "PDGF-AA + “~Statistical
3G3" means cotreatment with R
N > PDGF-AA and 3G3 at the same | analysis was
/ \ time. B, apoptosis of Ishikawa,
l \ l Hec-1A, Spec-2, and KLE cells performed on the

ar o = v g W e | basis of 3 repeated
chemotherapy. Apoptosis was . ”
l ; l l 1 | measured by determining the experiments. ~

percentage of PE Annexin V/7-

Bonermarrow  Bone marow  Bone marrou Bone marrow  Bone matow  Bona marrow
suspension  suspension  suspension suspension  suspension suspension | AAD-positive cells at 72 hours
after treatment. Statistical analysis
l l l l l l was performed on the basis of 3
repeated experiments. Error bars,

= & 2 & = SEM. *, P < 0.05.
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CHIOIE &4

FZ(median)1t ¥ Q|(range)

QtZY(median)dt AHE 2|5 2|(range between the 25th and

the 75th percentiles)

A =4

Lty |
y A AR B S SO 7).

o Student t-test, Chi-square, ANOVA, linear regression,

correlation, Wilcoxon

r B YA H2 A 2

ST o©

o

=20|Lt WS N2 HAl
2 (version, release num
2 A SEOCt ME 27|7F CHE 9, = 5.

f £= 95% M| 7t
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5. Statistical analysis

Continuous variables were assessed for normal distribution
(Kolmogorov-Smirnowv test) and expressed as appropriate
(mean with SD or median with range). Categorical variables
were evaluated with the use of t 2 Fisher exact test. For
paired data, such as postoperative changes in UDS or IP5S
score compared with preoperatwp baseline, Wilcoxon singed
rank test was used for analysi< p<0.05 was 2 asidered
statistically significant. DFS and OS were evaluated .y Kaplan-
Meier analysis. IBM SPSS ver. 20.0 (IBM Co., Armonk, NY, USA)
was used for all statistical analyses. 4

1. How the data were summarized
2. Statistical test used (well known; no reference needed)
3. P value at which differences

4. Statistical program used

0| 2: Bl 0| E{ &A1

Statistical analyses
Continuous variables were assessed for normal distribu-
tion (Ko]mogorov—Smlrnov test) and expressed as appro-

priat | ‘mean w1th SEM or one-wax
) com-

parison or_Kruskal-Wallis test with multiple comparisons
{Wilcoxon rank-sum test with Bonferroni correction) was
performed to determine the statistical significance as appro-
priate. Categorical variables were evaluated with use of the
Eisher exacttes 3 [hree replicates were taken to monitorthe
performance of each experiment. We regeg;gg experiments
independently at 1 L3 11 i is. P <
0.05 was considered statistically significant. IBM SPSS Sta- 5
tistics 217 0O (TBRNM SPSS_ TInc ) was used for all statistical

analyses.

1. How the data were summarized
Clin Cancer Res; 20(10) May 15, 2014
2. Statistical test used
3. Measurements that were compared
4, P value at which differences

5. Statistical program used

2015-09-08
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» Measure, calculate, estimate?| 20 &
> “We measured heart rate and ventricular pressure and calculated
maximal positive dP/dt.”
» Determine; measurement and calculation
> “We determined heart rate, ventricular pressure, and maximal
positive dP/dt.”
» Study, experiment, series, group?| 20 ;L&
- Study: SALO|L} LS, DE0| ThEH X4 M 0|1 H A K Q! FAL
o Experiment: 7H4 9| EfE S ZALSHZ| Qo Al (CH&40] Q17+ A
study2}m &h

o Series: M2 HTH=l 27| O|Ato] AMH
2 BN 2 MHSE EE AT

2t (Point of view)

N _I_ EH7|_ |:||-o| MOl

o Materials & methods Zx3}7| &

Bl

© 22 EE8E F7| /%) SSEIE o ¥ Y& AotV = otrt.

We collected the different fungal species from various tepuis in
Venezuela.

Different fungal species were collected from various tepuis in Venezuela.

» O|F gl0] 2t8 S HH K| Of2f.
> The assays were performed for 10 min at room temperature. We
then added 10 ml of 95% ethanol. The assays were performed for

10 min at room temperature. The 10 ml of 95% ethanol were added.

2015-09-08
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>

>

WeZ A|ZSt= 220 HF BOLK|X| 244

o StLtol Ho| THAIE
We dehydrated the pellets, cleared them with propylene oxide, and
embedded small pieces of each pellet in blocks of Spurr’s resin.

ot Hd SE X
A 20| BotE = Y.

- After 30 s, we centrifuged the samples.
o Then we centrifuged the suspension as before.

> To prepare isolated surface layers for electron microscopy, we
resuspended the 0.1-ml pellets of packed, ...

o = =
SYAMHS o YN L 5 Qs FR
Se3t 0| 9o S SEfUIN SEE2

S22t 0|7 S10| BhAAIK|Of M HAXHAIH 2
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7|2l X|H

31
10

3

I

1oH

I

i

2. M= 5 oleo] Zat

ojn

7. +SEl 7} HRRE RSO

2HE bRz
g3ict

=1, 0|of Cisf 7|&stCt. (animal & clinical)

21

(Results)
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2 &Y 23

1. Use past tense
2. Do not repeat methods
3. Do not interpret in depth

4. Use of Figures and Tables

o

5. If data are presented in tables and figures, summarize in the text

6. Highlight important findings (with summary / introductory sentence,

header)

7. Use of “Data Not Shown”

Blueprint for Results

STROBE - obs study

» Participants

» Descriptive data
» Outcome data

» Main results

» Other analyses

The Strengthening the Reporting of
Observational Studies in Epidemiology
(STROBE) statement

CONSORT - Randomized trials

» Participant flow: diagram is
strongly recommended

» Recruitment

» Baseline data

» Numbers analyzed

» Outcomes and estimation

» Ancillary analyses

» Harms

CONSORT (Consolidated Standards of
Reporting Trials)

2015-09-08
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Participants (STROBE)

» Report the numbers of individuals at each stage of the

study (ex. numbers potentially eligible, examined for

eligibility, confirmed eligible, included in the study,

completing follow-up, and analyzed)

» Give reasons for non-participation at each stage

» Consider use of a flow diagram

Participant Flow (CONSORT)

Figure. Flow diagram of the progress through the phases of
a parallel randomized trial of 2 groups (that is, enrollment,
intervention allocation, follow-up, and data analysis).

Assessed for
eligibility (7 = ...)
Excluded (n = ...)
5 Not meeting inclusion
£ criteria (n = ...)
E >  Declined to participate
S =)
Other reasons (n = _..)
Randomized (n = ...)
Allocated to intervention Allocated to intervention
=) n=_)
2 Received allocated Received allocated
k= intervention (n = ...) intervention (n = __.)
= Did not receive allocated Did not receive allocated
= intervention (give intervention (give
reasons) (n = ...) reasens) (n = _..)
o | Lostto follow-up (give Lost to follow-up (give
= reasons) (n = ...) reasons) (7 = ...)
= 5 g 5
3 D
2 (give reasons) (n = ...) (give reasons) (n = ...)
2 Analyzed (n = ...) Analyzed (n = ...)
= Excluded from analysis Excluded from analysis
= (give reasons) (n = ...) (give reasons) (n = ...)

Envolment 9 Assessed for eigiity
2Excded
1 Panic dorder
1 Supraciaviculr LN melastasis
92 Randonized
Alocation
44 Nicated o CRH 46 Nlocated 1 NSRH
43 Recehed albcated itenvenion 47 Received albcated inenvention
1 Declined to paicipate 10d notreceive dlocated infervertion
(inraoperatve confimation of multle
Lhs metastasss)
Folowsp
1 Lostto kilow<sp T it
2 Disconfinued Intervenfon (neunendocrng 1 Lost bo folowup
histiogy confrmed alr surgery)
Analysis
40Avalyed T T i6halaed
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PRISMA (meta-analysis)

Figure 1. Flow of information through the different phases
of a systematic review.
g
8 # of records Identifled # of additional records Identifled
= through database searching through other sources
=
: l l
| # of records after duplicates remowved |

Fd
£
.
= # of full-text # of full-text
:-?D anficles assessed [ articles excluded,
= for eliglbllity with reasons
°
§ # of studles Included In
T qualltative synthesls
=

# of studles Included In

quantitative synthesis

{meta-analysis)

Descriptive Data (STROBE)

» Give characteristics of study participants (eg, demographic,
clinical, social) and information on exposures and potential
confounders

» Indicate the number of participants with missing data for each
variable of interest

» Cohort study - summarize follow-up time (eg, average and
total amount)

17



Outcome Data (STROBE)

» Cohort study

> Report numbers of outcome events or summary measures over

time

» Case-control study

- Report numbers in each exposure category, or summary measures

of exposure

» Cross-sectional study

> Report numbers of outcome events or summary measures

»

P value?Q| 7|&

Only written to three decimal place (eg. £=.032)
When the P value is less than .001 — P <.001
When the P value is greater than .999 — P>.999

Pvalue is indicated as the actual value (not displayed as “not

significant” or “NS”)

2015-09-08

18



2015-09-08

» IntroductionOf A &

discussionOj| A

» MM

confidence

B[N

<
ol

ol

19



