Informed Consent Form

Dear residents,

We sincerely invite you to participate our study “ Drug susceptibility and epidemiology of faecal extended-spectrum β-lactamase-producing Enterobacteriaceae (ESBL-E) in nursing home residents”. Before you decide whether to participate in the study, please carefully read the following content as possible as you can. These can help you to understand the study and the reason of carrying out this study, research procedures , research deadlines and the benefits, risks and discomfort that the study may bring you. If you wish to join us, you could also discuss with your relatives and friends, or ask your doctor to help you to make a decision.

1. Objective and Content

Increasing attention has been focused on the importance of antimicrobial resistance in nursing home (NH) residents. Antimicrobial resistance in this rapidly growing segment of the population is important because these people often have multiple comorbidities and functional impairments that increase susceptibility to infection. Extended-spectrum β-lactamase-producing Enterobacteriaceae (ESBL-E) is one of the currently most important and common antibiotic-resistant organism isolated from NH residents. The faecal flora represent a large potential repository for the evolution of such organisms and a site where resistance genes transfer from commensal flora to virulent microorganisms. To understand the impact of characteristics on resistance patterns and epidemiology would provide important insights to inform strategies to curb future emergence of resistance and improve life quality of NH residents. We need to collect your personal NH records and a single faecal sample to do microbiological culture, identification, drug sensitivity testing, resistance genes detection and risk factors analysis. The expected study period is three months (from March 2014 to May 2014). 

Potential Benefits

This study will be free non-invasive sampling, any public reports on the results of this study will not disclose your personal identity, we will make every effort to protect the privacy of your personal medical data within the scope permitted by law. We will inform you of all the results of the study, so that you could better understand their health status.

Potential Risks

The sampling process will be a little uncomfortable, but it is a normal physiological response, please follow the sampling guidance. If you have any discomfort, you should notify the sampling personnel and your doctor, he / she will make a judgment and medical treatment.

Thank you for reading above. If you decide to take part in this research, please sign and keep the form. Thank you for your cooperation!

Receiver  signature:                  TEL:                Date:

Researcher signature:                  TEL:                Date:
1. The SAS software program for multi-level regression analysis ( the empty model):

proc sort;

by hos;

proc glimmix method=RSPL data=nhdata;

class hos;

model esbl(event='1')=

 /s dist=binary link=logit ddfm=bw;

random int /subject=hos;

nloptions tech=nrridg;

run;

proc nlmixed;

parms b0=-0.2516 v=1;

logodds=b0+u;

odds=exp(logodds);

p=odds/(1+odds);

model esbl~binary(p);

random u~normal(0,v) subject=hos;

estimate'var(u)' v;

estimate 'ICC' v/(v+3.289868134);

run;

The results of multi-level regression analysis ( the empty model):

[image: image1.jpg]Fit Statistics
-2 Log Likel ihood 531.5
AIC (smaller is better) 535.5
AICC (smaller is better) 535.6
BIC (smaller is hetter) 535.4

Parameter Estinates
Parameter Estimate Standard Error DF tValue Pr> |t| Alpha Lower Upper Gradient
b0 -0.2500 02026 6 -1.23 0.2633 0.05 -0.7457 02457 -0 00002
v 0.1908 01533 6 1.24 0.2596 0.05 -0.1843 0.5660 -0 00023

Additional Estinates
Label Estimate Standard Error DF tValue Pr> |t| Alpha Lower Upper

var W 0.1909 01533 6 1.24 02596 0.05 -0.1843 05660
Icc 0. 05483 0.04163 6 1.32) 02359 005 -0 04703 0.1567




