ABC  
GENERAL COMMENTS : SURVEY OF  xxxxx, 2006
1] The findings of this visit were reviewed with xxxxi  prior to our exit 
2] NEXT REVIEW xxxxxxxxxxxx     , 2006 
3] We have reviewed  occurrences at ABC for the quarter and made recommendations where appropriate
For the past quarter, there were no medication-related occurrences requiring our review at ABC
4]  

      MED WATCH AND REPORTING DRUG AND PRODUCT DEFECTS
Per our discussion, we are suggesting that the facility partakes in the voluntary national program that collects and advises health care facilities on drug and product defects.  The FDA Safety Information and Adverse Event Reporting Program, MED WATCH allows ABC

to be part of a potentially significant communication throughout the United States.  We suggest embracing this voluntary program using the forms I shared with you on exit today.  Further, we have developed the attached policy and procedure for your manual.
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E.. SUSPECT MEDICAL DEVICE

Brand Name

2. Common Device Name
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4 5 Mode] 7 I Lot # 5. Operator of Device
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Catalog # Expiration Date (mm/dd/yyyy)
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ABC

Subject: Reporting of Adverse Events and Product Problems
Policy:   ABC                       is mindful of its membership in the health community and in the interest of patient safety at all medical facilities, will partake in the FDA Med Watch program

Procedure:

1]  On the occasion of  the facility identifying a product defect or a drug defect of significance, the medical director, administrator, and clinical director, in collaboration with the consultant pharmacist, will determine the appropriateness of filing a report based on the uniqueness and severity of the event/occurrence.

2] The FDA form # 3500 (10/05) will be completed and transmitted  per the instructions as they appear on the form 
SSS9/06
5] Brevibloc (Esmolol) is a SINGLE DOSE PRODUCT even though it appears to look like a multiple dose vial.  We are underscoring this at all of our facilities this quarter as this anti arrhythmic appears on many Code and Anesthesia Carts.
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6] Many Code Cart checks lists state “Cart Checked”, or “cart Intact”, or “Sealed” or vaguely “Monthly Check”.  We are suggesting that carts specifically note 

“Medications Checked for In – Date Status and accurate contents per list.  We have explained the purpose of this during our exit discussion

7] Chart review at ABC                             reveals the following favorable 

elements of implementation regarding the “Reconciliation Project” per our previous discussions:
ADMISSION LIST OF CURRENT MEDICATIONS AS PROVIDED BY THE PATIENT
LISTING OF DISCHARGE PRESCRIPTIONS
COMPOSITE PROVIDED TO PATIENT OR NEXT PROVIDER OF CARE
	


8] USP 797  ..NEXT STEPS[image: image3.wmf]
Last quarter, we discussed the strategies to meet USP 797 expectations in Ambulatory Surgical Centers.  At that time, we discussed antibiotic preparation as well as documentation of prepared products.   We supply on the following page a suggested format and have discussed this on exit today 

PRODUCT:  BSS WITH 0.3 ML. EPINEPHRINE

DATE             NUMBER BOTTLES    LOT # EPI        LOT # BSS           MIXED BY

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


9]  SEE NEXT PAGE FOR OUR FOCUSED STUDY TO BE ADDED TO YOUR BENCHMARK DATA
Our 2007 ……………[image: image4.wmf]
BENCHMARK…
PAIN AND NAUSEA VOMITING 
“OUTCOME DOCUMENTATION”
The successful management (and documentation thereof) of pain and post operative nausea and vomiting is a goal of all providers in the ambulatory surgical arena.  In our chart reviews, we will review the COMPLIANCE  with documenting the outcomes of the medications chosen to attenuate pain and nausea and vomiting.

	FACILITY

(TYPE)
	SURVEY OF
	CHARTS WITH MEDS
	OUTCOMES DOCUMENTED
	% FAVORABLE

	A (Multi)
	
	
	
	

	B (Multi)
	
	
	
	

	C (Multi)
	
	
	
	

	D (Multi)
	
	
	
	

	E (Multi)
	
	
	
	

	I(Multi)
	
	
	
	

	R(Multi)
	
	
	
	

	U (Multi)
	
	
	
	

	Z (Multi)
	
	
	
	

	WR(Multi)
	
	
	
	

	SL (Multi)
	
	
	
	

	PM (Multi)
	
	
	
	

	CC(Multi)
	
	
	
	

	SDS (Multi)
	
	
	
	

	M (Endo)
	
	
	
	

	Q (Endo)
	
	
	
	

	EE (Endo)
	
	
	
	

	BB Endo)
	
	
	
	

	DD(Endo)
	
	
	
	

	SD (Endo)
	
	
	
	

	ZV (Endo)
	
	
	
	

	B (Endo)
	
	
	
	

	LV  (Endo)
	
	
	
	

	MS (Endo)
	
	
	
	

	N (Endo)
	
	
	
	

	K (Opthal)
	
	
	
	

	O (Opthal)
	
	
	
	

	T (Opthal)
	
	
	
	

	W(Opthal)
	
	
	
	

	L (Ortho)
	
	
	
	

	P (Ortho)
	
	
	
	

	RH(Ortho)
	
	
	
	

	LH(Ortho)
	
	
	
	

	G
	
	
	
	

	H
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10] COMING SOON;   [image: image5.png]



MANAGING PHARMACEUTICAL WASTE
We have initiated discussions with ABC          regarding the evolving  EPA hazardous Waste Rules for the discard of certain pharmaceuticals, such as Epinephrine and Nitroglycerin IV.   

11] PICK “10” [image: image6.wmf]
We  have previously provided a comprehensive list of look-alike-sound alike medications.   Recent JCAHO writings have prompted facilities to TARGET ten combinations that are feasible encounters at your facility.  We suggest that ABC                             reviews the list for this purpose and creates a facility specific listing.

12] PHENERGAN (PROMETHAZINE) GIVEN IV.
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  We have discussed the use of this drug intravenously at ABC and provided information to disseminate to the staff.
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