Kick-off Packet for IRAC Working Group
This packet contains references and links to some of the publications and tools that might be useful for our WG. Becoming familiar with this material will facilitate the discussion and pave the path for WG to achieve its objectives. 
The topics and issues included in this reading material are p-values threshold issue and proposed alternative solutions; power calculation and effect size inflation; Quantitative Bias Analysis (QBA) and evaluation of systemic errors.
Reading list:
Quantitative Bias Analysis
1. Lash et al., “Good practices for quantitative bias analysis”, International Journal of Epidemiology, 2014, 48(6), 1969-1985.
2. Fox and Lash, “On the Need for Quantitative Bias Analysis in the Peer-Review Process”, American Journal of Epidemiology, 2017, 185(10), 865–868. 
3. Lash et al.,“Quantitative Bias Analysis in Regulatory Settings”, Am J Public Health, 2016, 106(7):1227-30. 
4. Orsini et al., “A tool for deterministic and probabilistic sensitivity analysis of epidemiologic studies”, The Stata Journal, 2008, 8(1), 29–48.
5. Sander Greenland, “Basic Methods for Sensitivity Analysis of Biases”, International Journal of Epidemiology, 1996.
6. Episenr package (2015): (http://www.r-bloggers.com/bias-in-observational-studies-sensitivity-analysis-with-r-package-episensr/)
7. Excel spreadsheets by Lash, Fox, and Fink, “Applying Quantitative Bias Analysis to Epidemiologic Data”.  (https://sites.google.com/site/biasanalysis/)
8. [bookmark: _GoBack]QBA tool developed by OBE/CBER/FDA (QBAT video)
Reproducibility
1. Button, Kate, J.P.A. Ioannidis, C. Mokrysz, B.A. Nosek, J. Flink, Emma S.J. Robinson, and M.R. Munafo. 2013a. “Power failure: why small sample size undermines the reliability of neuroscience. Nature Reviews Neuroscience 14: 365-376.  (http://www.nature.com/nrn/journal/v14/n5/full/nrn3475.html)
2. Button, Kate. 2013b. “Unreliable neuroscience? Why power matters“.  The Guardian newspaper (UK). 10 April  (https://www.theguardian.com/science/sifting-the-evidence/2013/apr/10/unreliable-neuroscience-power-matters)
3. Taubes, Gary. 1995. Epidemiology Faces Its Limits. Science 269(5221): 164-169. (http://www.mwc.com.br/files/Taubes_-_Epidemiology_faces_its_limits.pdf)
4. Eric-Jan Wagenmakers, “The Case for Radical Transparency in Statistical Reporting”.
5. Sheperd et al., “A Pragmatic Approach for Reproducible Research with Sensitive Data”, Practice of Epidemiology, 2017.
6. Charles Haas, “Reproducible Risk Assessment”, Risk Analysis, Vol. 36, No. 10, 2016.
7. Neal Goldstein, “Toward Open-source Epidemiology”, Epidemiology 2018.

Power calculation and P-value threshold
1. Ioannidis, JP. 2005. “Why most published research findings are false”. PLoS Medicine 2(8).  E124.doi:10.1371.pmed.0020124.  (http://journals.plos.org/plosmedicine/article?id=10.1371/journal.pmed.0020124)
2. Ioannidis, JP. 2008. “Why most discovered true associations are inflated”. Epidemiology 19: 640-648 
3. Gelman, Andrew and J. Carlin. 2014. Beyond Power Calculations: Assessing Type S (Sign) and Type M (Magnitude) Errors.   Perspectives on Psychological Science. Vol 9(6): 641-651.
4. VanderWeele et al. (2017), “Sensitivity Analysis in Observational Research: Introducing the E-Value”. 
5. Ronald L. Wasserstein & Nicole A. Lazar, “The ASA's Statement on p-Values: Context, Process, and Purpose”, The American Statistician, 70:2, 129-133, DOI: 10.1080/00031305.2016.1154108
6. Whitley, Elise, and Jonathan Ball. "Statistics review 3: hypothesis testing and P values." Critical Care 6.3 (2002): 222.
7. Greenland, Sander, et al. "Statistical tests, P values, confidence intervals, and power: a guide to misinterpretations." European journal of epidemiology 31.4 (2016): 337-350.


