B & (B - )

STV L

7
[l

e
il
A
i
5
S
£

At - Bl Rl = B AR e

PERARRAE  ZEPHE - IR

IRELEI K © <D

HEHART - 10547 H 30 HE 106 427 H 23 H
s HIH - 1064£8 H 2 H



HEES
R SRR ERERI AR FE - TR SR =R R0 - EEN
RN IR LI —HERETOERES - A REh L —F RaRkE T
PEHEE - ADECE - EsVEEEBFEERENVE G &F - 590 REREBIRI
T ARESIN T REER TR EETERE - SRR TSRS B E a0 e
HRRE SRAETHVARED - RS S - st ~ BRI S — e e s 2 MR RS R O > 1
RN RN L E B R ARG DU s BB AR B S 1 - A B IEAUTE - FAE(E

g huA Sl

F2H HI12H



B ettt s e e e e e e R e e Rt s Rt e e e e e R e s ae s st e e e esrnens 2
5 ST 3
7 R 4
52 3 RS TRRR 4
= OSSPSRt 4
AL == T 4
=2 OSSR 5

PR T T ST 2 v evvevveneeneeneeseseesseste st e s te s e s tastestestestesteeseeteeseeseeseeseeseaseeseeseessessessensans e st e sensensentensenseneensensenreas 5

BREHT eneeveteeetet ettt ettt b ekttt b bttt b s bbb b e e b ekt e e ke Rt A b e Rt e b ek e e b e b e e b e b e S be Rt e e b e ae bk en etk e et ebe e bene s 5

T et b bbb bt ek e bRt h ke e e E b e bbb bkt et bene et b ene bk e et ebe et 6

ICU FE B EEZIIER ..ttt bbbt b et b ket b e b bt e bbbt bk et b et bbb ket et be et 6

TCU TR AEEE ettt bbbt b st h ket b et be bt s e ket e b e st e bk et b e b et b ene etk e et ebe et 7
FEENZAGI evvrevereeereeeeeee ettt as s as s st 8

R i 4L o OSSPSR 8
N = T a2 o /TSR USSR 8
VB R B EE cveeeveeeiiereeessissseseesssssssseeeessssssaeesasssssssaesesssssssaeesssssssssaesesssssssseeesasssssssesessssssssneesssnnns 8
BFFBE veeneeeenertnsrierrtrst sttt sttt st st st s st e s a e s R e s ae s e s e e e s nae s aneans 10
Y | 153 v 7 1 7 s = B = 2 (PR ORRRRRO 10
- TR B TN MEIRIEETH cvvovveerrrerereerrresssnssseesssesssnesssesssessssesssessssesssessssesssesssessssssssessnnane 11
= B R R T P TR ZE s eeveereesessstessees st ssss st s s sr e s a e s sae s ne s a e s ae s nn e na e e 12

F£I3IH HI12H



AL

H &y

IEER P/ \H/SpRiy et - 2SR E N B e E R S R B R IR - (B AR
THEARIGERT & AT IR Z VB - PR BRI - R A S35 S A = al B 5212
ERESUE S RIRL - ARG A FATRRAVIEE - A8 TR R
AT EEEEY 2 AT A AR — HE N iR BRI R 7 R B B R LR e A 1
SERRBUGE |

B

HEAEEEL

BEST Duke University Hospital
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Duke University Hospital

#5in Pulmonology | Overall Score 77.3/100
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Organize by Systems

The beginning of any ICU note should always have the patient's name, date,
time, hospital day, post operative day (if in the surgical ICU), and lines going
into or out of the patient.

(1) Patient's name

(2) Date and time

(3) Hospital day

(4) Post operative day

(5) Lines (include any tube going into or out of the patient)

(6) Drips (often abbreviated "gtts", includes any medicines "dripping into the
patient through an 1V)

Unlike normal floor notes, which are organized by problem, ICU notes are most
commonly organized by body system. The systems are usually written in the
following order:

- Neurological

- Cardiovascular

- Respiratory (pulmonary)
- Renal

- Fluids, electrolytes, nutrition (FEN)
- Infectious disease

- Hematology

- Gastrointestinal

- Endocrine

- Psychiatric

- Prophylaxis

F 10 H £ 12 H
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MICU Rounding Tool
I, Devices-locking to minimize sources of infection if possible,
Lines — what is the line being used for? Could it be removed?
Foley- reason for continuing to use the catheter
Rectal tube —

Il.  Drips- current drip rates

Ill. Neuro
Current RASS RASS goal ordered how sedated/agitated is the patient
CAM how delirious is the patient
PAD protocol If no, Is patient eligible for PAD
Sedation: what's ordered? # of PRNs given why
Analgesia: what's ordered? # of PRNs given why
Paralytic , BIS current TOF
IV. Respiratory -
SAT performed If not, why? SAT result goal to minimize sedation/delirium
SBT performed If not, why? SBT result determine readiness for extubation
V. Gl
DieVTF orders At goal? residuals?, to make sure team is aware of nutritional status,
Constipation/Ciarrhea ______ Bowel regimen issues with residuals, Bowel motility
Ulcer prophylaxis

VI. Blood glucose

At goal? Frequency ______
Vil. DVT prophylaxis: SCD/anticoagulant
VIl Skin'Wounds :

Areas of concern ___ '
Wound Consult MD d and documented wound
Vill.Mobility
BMAT RN performs mobility with patient per shift
PT/OT order Censider consult order in when patient can follow verbal commands (RASS is -2)
IX. Lab draws

Frequency Goal is to amalgamate and minimize lab draws
X. Family

Family updated/Family meeting scheduled?
X1, Any additional concerns or questions?

Eligible for COS early referral ?

PLEASE UPDATE DAILY PLAN OF CARE ON WHITE BOARD
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Course Number: BIOSTAT 708

Course Title: Clinical Trial Design and Analysis (2 Credits)
Instructor: Shein-Chung Chow, PhD

Teaching Assistant: Jiayin Zheng, PhD

Basic Information

Course Title Clinical Trial Design and Analysis

Time offered Spring 2017

1. Get familiar with clinical trial process in clinical research and
development
2. Able to select an appropriate study design for achieving the study
objective of an intended clinical trial
. Able to perform power analysis for sample size calculation
. Able to cevelop a statistical analysis plan for a given study protocol
. Able to perform valid statistical analysis of the collected clinical data

Learnin,
g . Able to interpret analysis results to the clinicians

~ oo s w

Target .
B&B Master Students Graduate students with permission
Students
Course
BIOSTAT 708
Number

Meeting Time Twice 2 week (Tue. & Thu. 10:05 - 11:20 am)

Classroom Mok 11025

Office Hour _Instructor: Thu. 9:00 —10:00 am TA: Tue. 9:00 - 10:00 am
Course
Webpage

sakai.duke.edu

BIOSTAT 701 and BIOSTAT 704, or permission of the Director of
Graduate Studies

Prerequisite(s) BIOSTAT 701: Intreduction to Statistical Theory and Methods |
BIOSTAT 704: Introduction to Statistical Theory and Methods I

Topics include: history/background and process for clinical trial, key
concepts for good statistics practice (GSP)/good clinical practice

(GCP), regulatory i for pharm stical/clinical
1t, basic consi ions for clinical trials, designs for
oy clinical trials, classification of clinical trials, power analysis for sample
Description size calculation, statistical analysis for efficacy evaluation, statistical

analysis for safety assessment, implementation of a clinical protocol,
statistical analysis plan, data safety monitoring, adaptive design
methods in clinical trials (general concepts, group seguential design,
dose finding design, and phase I/Il or phase I1/1ll seamless design)
and controversial issues in clinical trials.

Description
1 Homework (benus credit)
2 Midterm exam

3 Final report or final exam

. Able to resolve statistical issues that are commonly encountered during
the conduct of clinical trial.
8. Understand the importance of good statistics practice (GSP) and goed
clinical practice (GCP)
9. Get familiar with the concept of adaptive design methods in clinical
research and development
10. Able to communicate with clinician effectively
Each student is required to carry out a project related to clinical trial design
Project and

and analysis and make a 15-20 presentation in the class al the end of the
presentation

semester

Clinical trial process; Good Clinical Practice (GCP), Randomization and
blinding; Power analysis for sample size calculation, Parallel design,
Key Words  Crossover design, Group sequential design, adaptive design, Efficacy
Safety Data safety istical analysis
plan, Protocol amendment.

Reading Reading assignment may include publications related to the current topics or
Assignments  book chaplers of the following books

Required

Design and Analysis of Clinical Trials: Concepts and Methodologies;
Chow, SC, and Liu, JP; John Wiley & Sons, 3" Edition, 2013, ISBN
0-471-24985-8

Textbooks  (Optional)
Fundamentais of Clinical Trials, Friedman, LM, Furberg, CD, and DeMets
DL, Springer, 4™ Edition, 2010, ISBN 1441915850
Clinical Trials: A g
Sons, 27 Edition, 2005, ISBN 978-0-471-72781-1

S, John Wiley &

Possible projects: (You may choose one project from the list below or you may come
up with a topic related to your master project with permission of the instructor)

1. Adaptive dose finding designs

2. Analytical similarity assessment in biosimilar studies
3. Assessing drug interchangeability

4, Big data analytics in biomedical research

5. Bench-to-bedside translational research

6. Bioequivalence for generic app!

7. Biomarker development

8. Blinded sample size re-estimation

S. Case-control study

10. Design and analysis of cluster randomized clinical trials
11. Enrichment design in target clinical trials

12. Group sequential trial design

13. Issue of multiplicity in clinical research

14. Issues of bridging/multi-regional trials

15. Meta-analysis

16. Missing data imputation

17. Multiplicity in clinical trials

18. Multiregional randomized clinical trial (MRCT)

18. Precision medicine initiative

20. Q itative methods in traditi
21. Selection of non-inferiority margin
22. Statistical methods for AIDS research

23. Statistical methods in cancer research
24, Switching design in biosimilar studies

25. Two-stage phase /Il adaptive trial design

| Chinese medicine development
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