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EXECUTIVE SUMMARY

Key Questions/Issues and Results Of Investigation

Issue 1: [question - will normally be about efficacy]?
[summary
 of answer to question 1]

Issue 2: [question - will normally be about safety]?
[summary of answer to question 2]

Issue 3: [question will normally be about place in therapy, e.g., first-line vs. second-line vs. subgroup restriction vs. use not supported]

[summary of answer to question 3]

Issue 4: [question will normally be about incremental value/cost-effectiveness]?
[summary of answer to question 4]


RECOMMENDATIONS TO THE COMMITTEE

[Concise summary
 of findings]

Therefore, the following P&T action is recommended:

1. [text]

[text] 

OVERVIEW OF EVIDENCE

[text: 1st paragraph: # safety/efficacy studies identified; detail delineated in evidence table at end of monograph. Range of sample sizes; indications studied. Similarity/dissimilarity of sample populations. Similarity/dissimilarity of inclusion/exclusion criteria. Similarity/dissimilarity of clinical endpoints. Similarity/dissimilarity of variable included in the multivariate analysis. Similarity/dissimilarity of sample baseline characteristics. Similarity/dissimilarity of treatment effects (efficacy and safety).]

[text: Six-eight sentence paragraph for each study outlining the methods and results]

ISSUE 1: [question]?
[text
: Answer question in a paragraph or bulleted list of phrases. Use evidence from the studies examined to justify answer. Speculate where needed on reasons for any between-trial disparity in results.]

ISSUE 2: [question]?

[text
: Answer question in a paragraph or bulleted list of phrases. Use evidence from the studies examined to justify answer. Speculate where needed on reasons for any between-trial disparity in results.]

ISSUE 3: [question]?

[text
: Answer question in a paragraph or bulleted list of phrases. Use evidence from the studies examined to justify answer. Speculate where needed on reasons for any between-trial disparity in results.]

ISSUE 4: [question]?

[text: Note that this question is usually about cost-effectiveness. For this assignment, you do not need to do a formal cost-effectiveness analysis, but if you are comparing two or more similar agents, then you should comment upon whether an improvement in efficacy or decrease in toxicity justifies any significant difference in cost. Remember to consider not only the cost of the agent, but the cost of any monitoring tests or administration devices, if pertinent.] 

BACKGROUND INFORMATION

DISEASE BACKGROUND

Disease Burden

[Brief summary of epidemiology of the disease(s) treated by this drug and the economic impact in the US]

Pathophysiology

[Description of the disease process natural history, etc.]

PHARMACOTHERAPY 

[Summary of drugs used to treat this disease prior to the development of the new drug being reviewed]

	Product
	Approved Indication(s)
	Dose/route
	Formulary Status
	Cost/qty

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


PRODUCT BACKGROUND 

Pharmacology

[Brief statement condensed from the package insert description.]

Availability and dosing

[Use indication headings below to break down the dosing information for different indications (if dosing varies with indication) or for different age groups and special populations, e.g. infants, children ages 6-12, renal failure, etc.). Note whether agent is usually used acutely or chronically.]
Pharmacokinetics

Rt of Administration:


Bioavailability:


Time to Peak:


Multiple dosing:
 

Clearance:


[text]

Adverse Effect Profile From Clinical Trials

[text  Identify in text the 2-3 most common side effects and any rare but worrisome adverse reactions. Explain any black box warnings and note the pregnancy category.]

	
	Reported Incidence in Trials(%)
	

	Adverse Effect
	Drug Therapy
	Placebo

	
	
	

	
	
	

	
	
	


Drug Interactions
[text]

Monitoring Parameters
[text: Note what should be measured and why, how often it needs to be checked, and note any costs associated with measuring the parameter.]
REVIEW PREPARED BY

Reviewer, Degrees
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Table . Summary of Clinical Trials 

	Ref.
	Drug Regimens
	n
	Time
	Demographics
	Design*
	End Points/Results/Comments

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Evidence table abbreviations:


�Instructions such as this are inserted in comment boxes throughout the monograph template. When you have read them, delete each comment by right clicking and selecting “Delete Comment” from the context menu.


�These hypertext links are connected to the various sections of the monograph.


�This should be a 1 or 2 paragraph more condensed summary of the Issue 1 section below. Include only the key elements needed to arrive at your conclusion.


�This highest level summary is a one paragraph rollup of the executive summary above, followed by the specific actions recommended to the P&T committee.


�This section should contain a text summary of the key points from the evidence table. If any of the studies used standardized scales that would not be known to the P&T members, describe the scale, what the numbers mean and which end is good.


�This section should contain a text summary of the key points from the evidence table. If any of the studies used standardized scales that would not be known to the P&T members, describe the scale, what the numbers mean and which end is good.


�This section should contain a text summary of the key points from the evidence table. If any of the studies used standardized scales that would not be known to the P&T members, describe the scale, what the numbers mean and which end is good.


�It’s OK to use MS Word endnotes if you know how. These are handy because they re-number automatically if you rearrange their order in the document.





�This table is the heart of the monograph. You should construct it first, before writing the surrounding text. 


If you need additional tables, copy and paste from this one.





