Patient Safety Alert and Advisory Development Process
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NATIONAL CENTER FOR PATIENT SAFETY 

Patient Safety Alert and Patient Safety Advisory 

Development Process
Procedure 

1. Determine the Detectability, Severity, and Frequency level using the definitions provided   (see page 3)
2. Apply severity and probability ratings to Matrix A, B, or C, based upon the detectability level, to determine the Alert/Advisory Score (see page 4)
3. Follow the Alert/Advisory Decision Tree (see page 5)
4. Develop an Alert/Advisory, if applicable, using the established templates (see pages 7 and 8)
5. Develop and disseminate a pre-alert message (see page 6)
6.
Use pre distribution checklist prior to forwarding to 10N for distribution (see page 9)
Step 1
DETECTABILITY RATING SCALE
	RATING
	DESCRIPTION
	DEFINITION

	3
	Low
	Vulnerability or defect will not be identified or detected by the user.

	2
	Moderate
	Vulnerability or defect may be discovered prior to injury or use.

	1
	High
	Vulnerability or defect will be obvious to the user and will be discovered before the patient is harmed.


SEVERITY RATING SCALE
	RATING
	DESCRIPTION
	DEFINITION

	4
	Catastrophic
	Failure can cause death, injury or illness that requires medical or surgical intervention to prevent permanent loss of function in sensory, motor, physiologic or intellectual skills to patient, visitor, employee, volunteer or staff. 

Damage to equipment or facility equal to or greater than $250,000. 

	3
	Major


	Failure can cause permanent lessening of bodily function (including but not limited to sensory, motor, physiological or intellectual) and disfigurement to patients, visitors, employees, volunteers and staff.

Damage to equipment or facility equal to or greater than $100,000 but less than $250,000. 

	2
	Moderate


	Failure can cause injury or illness that requires medical or surgical intervention, requiring increased length of care and loss time from work to patients, visitors, employees, volunteers and staff.

Damage to equipment or facility equal to or greater than $10,000 but less than $100,000.

	1
	Minor


	Failure causes no injury or illness, and requires no medical or surgical intervention other than first aid treatment. Requires no increased length of care or loss time from work to patients, visitors, employees, volunteers and staff.

Damage to equipment or facility is less than $10,000.  


FREQUENCY RATING SCALE
	RATING
	DESCRIPTION
	DEFINITION

	4
	Frequent
	Likely to occur immediately or within a short period (may happen in VHA several times in 1 month).

	3
	Occasional
	Probably will occur (may happen in the VHA several times in 3 to 4 months).

	2
	Uncommon
	Possible to occur (may happen in the VHA sometime within the next 6 months).

	1
	Remote
	Unlikely to occur in the VHA within the next year.


Step 2
A.

	Low Detectability = X3

	 
	 
	S     E     V     E     R     I     T     Y

	 
	 
	Catastrophic=4
	Major=3
	Moderate=2
	Minor=1

	FREQUENCY
	Frequent=4
	48
	36
	24
	12

	
	 
	 
	 
	 
	 

	
	Occasional=3
	36
	27
	18
	9

	
	 
	 
	 
	 
	 

	
	Uncommon=2
	24
	18
	12
	6

	
	 
	 
	 
	 
	 

	
	Remote=1
	12
	9
	6
	3


B.
	Moderate Detectability = X2

	 
	 
	S     E     V     E     R     I     T     Y

	 
	 
	Catastrophic=4
	Major=3
	Moderate=2
	Minor=1

	FREQUENCY
	Frequent=4
	32
	24
	16
	8

	
	 
	 
	 
	 
	 

	
	Occasional=3
	24
	18
	12
	6

	
	 
	 
	 
	 
	 

	
	Uncommon=2
	16
	12
	8
	4

	
	 
	 
	 
	 
	 

	
	Remote=1
	8
	6
	4
	2


C.
	High Detectability = X1

	 
	 
	S      E     V     E     R     I     T     Y

	 
	 
	Catastrophic=4
	Major=3
	Moderate=2
	Minor=1

	FREQUENCY
	Frequent=4
	16
	12
	8
	4

	
	 
	 
	 
	 
	 

	
	Occasional=3
	12
	9
	6
	3

	
	 
	 
	 
	 
	 

	
	Uncommon=2
	8
	6
	4
	2

	
	 
	 
	 
	 
	 

	
	Remote=1
	4
	3
	2
	1
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Pre Alert Message Development Process
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AL08-XX






Month, Day, Year

Item:  



Specific Information:
General Information:
Actions:


1) By close of business (COB) Month dd, yyyy do this  …




2) By COB Month dd, yyyy do this …

The last actions will be: By COB Month dd, yyyy, the Patient Safety Manger shall document that this Alert has been addressed and the action status updated on the VHAs Hazardous Recalls and Alerts website http://vaww.nbc.med.va.gov/vins/recalls/index.cfm. 
Additional Information:
Source:
Contact:



AD08-XX








Month, Day, Year

Item     
Specific Information

General Information 
Recommendations:  
Review and complete the following recommendations or implement other measures to achieve an equivalent level of safety.  
The last recommendation will be: Within 30 calendar days of the issue date of this Advisory, the Patient Safety Manager will document on the VHA Hazard Alerts and Recalls Website that top management reviewed and implanted these recommendations or equivalent safety measures. 
Additional Information

Source
Contact: 


Step 5

Alert/Advisory Checklist

___ Header


___ Alert – Solid Red


___ Advisory – Striped Blue


___ “Patient Safety Alert” or “Patient Safety Advisory”


___ “Veterans Health Administration Warning System”


___ “Published by VA Central Office”

___ Sequence #ALyy-xx (for Alerts) Note: Each series uses its unique set of numbers.


         #ADyy-xx (for Advisory) Note: Each series uses its unique set of numbers.
                       #TAyy-xx  (for Targeted Alerts) Note: Each series uses its unique set of numbers.
___ Sequence # appears on top left corner of every page (if there are multiple pages).

___ Date


___ Month (spelled out)


___ Day     (d number without leading zero)


___ Year    (yyyy)

___ Item

___ Specific Information 

___ General Information

___ Sources Identified
___ If affected facilities/patients are identified, always have verbiage to assure that due diligence is used to 
account for 
all affected facilities/patients.  E.g. "Also, please contact (NCPS or CEOSH) if you are affected and did not 
receive ****** letter or are not listed." Make sure Alaska, Hawaii, Manila and San Juan are included.
___ Vendor Consulted (Were they given a DRAFT of Alert/Advisory for review and provide 



their input?)

___ Targeted Alerts : Affected Facilities listed & PSOs, PSMs, Program Managers, NAC/Logistics notified
___ Web Links and E-mail address tested

___ Actions (Alerts)


___ Action completion date


___ Response Required

___ Suggestions (Advisories)

___ Contact

___ Phone Number [format (734) 930 5890]

               ___ E-Mail Address

___ Page x of y as footer centered (if there are multiple pages).

___ Attachment headings are Bolded.

___ PDF Format

___ Check web links and E-mail address again.

___ Approved by 10 X

___ Approved by original Author

Step 3





Step 4 
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The height of the text box and its associated line increases or decreases as you add text. To change the width of the comment, drag  the side handle.
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