
PPD
PPD
PPD
PPD
PPD
PPD

PPD
PPD







  

  

  

  

  

  
  
  
  

  
  

  
  
  

  
  

  
  

  
  
  

  
  
  
  
  

  
  
  

  
  
  

  
  

  
  

  



 
 

  
 

 
  

  
  
  

  
  
  
  
  

  
  
 

 
  

  
  

 
 

 
 

  
  

  
  

  

  



 

 

 































8.9.4 







Silberstein SD, Holland S, Freitag F, et al. Evidence-based guideline update: 
Pharmacologic treatment for episodic migraine prevention in adults. Neurology 
2012;78:1337-1345. 















PPD





















]. 
 









 


	Protocol 20200218 - Sentinel Template Protocol – Estimating Event Rates Using the Medication Cohort Module: Hypertension and Negative Control Outcomes in New Users of Onabotulinumtoxin A and Monoclonal Antibodies Targeting the Calcitonin-Gene-Related Pathway in the Marketscan EarlyView Claims Database, Version 1.0, 15 Apr 2020
	Summary Table of Study Protocol
	Study Design Schema
	1. Table of Contents
	List of Tables
	Table 1. Attrition in a Cohort of New Users of MEDICATION¹, in the Marketscan EarlyView Database, by Inclusion/Exclusion Criterion (5/17/2018 – 10/31/2019)

	List of Appendices

	2. List of Abbreviations
	3. Responsible Parties
	4. Abstract
	5. Amendments and Updates
	6. Rationale and Background
	6.1 Diseases and Therapeutic Area
	6.2 Rationale
	6.3 Statistical Inference (Estimation or Hypothesis)

	7. Research Question and Objectives
	7.1 Primary

	8. Research Methods
	8.1 Study Design
	8.2 Setting and Study Population
	8.2.1 Study Period
	8.2.2 Subject/Patient/Healthcare Professional Eligibility
	8.2.2.1 Inclusion Criteria
	8.2.2.2 Exclusion Criteria

	8.2.3 Matching
	8.2.4 Baseline Period
	8.2.5 Study Follow-up

	8.3 Variables
	8.3.1 Exposure Assessment
	8.3.2 Outcome Assessment
	8.3.3 Covariate Assessment
	8.3.4 Validity and Reliability

	8.4 Data Source
	8.5 Study Size
	8.6 Data Management
	8.6.1 Obtaining Data Files
	8.6.2 Linking Data Files
	8.6.3 Review and Verification of Data Quality

	8.7 Data Analysis
	8.7.1 Planned Analyses
	8.7.1.1 Primary Analysis

	8.7.2 Planned Method of Analysis
	8.7.2.1 General Considerations
	8.7.2.2 Missing or Incomplete Data and Lost to Follow-up
	8.7.2.3 Descriptive Analysis
	8.7.2.4 Analysis of the Primary, Secondary and Exploratory Endpoint(s)
	8.7.2.5 Sensitivity Analysis

	8.7.3 Analysis of Safety Endpoint(s)/Outcome(s)

	8.8 Quality Control
	8.9 Limitations of the Research Methods
	8.9.1 Internal Validity of Study Design
	8.9.1.1 Measurement Error(s)/Misclassification(s)
	8.9.1.2 Information Bias
	8.9.1.3 Selection Bias
	8.9.1.4 Confounding

	8.9.2 External Validity of Study Design
	8.9.3 Analysis Limitations
	8.9.4 Limitations Due to Missing Data and/or Incomplete Data

	8.10 Other Aspects

	9. Protection of Human Subjects
	9.1 Institutional Review Board

	10. Collection, Recording and Reporting of Safety Information and Product Complaints
	10.1 Safety Collection, Recording and Submission to Amgen Requirements

	11. Administrative and Legal Obligations
	11.1 Protocol Amendments and Study Termination

	12. Plans for Disseminating and Communicating Study Results
	12.1 Publication Policy

	13. References
	14. Appendices
	Appendix A. ENCePP Checklist for Study Protocols
	Appendix B. Code Lists and Algorithms to Identify Study Variables
	Appendix C. Preventive and Acute Migraine Medications





