To whom it may concern,





This procedure explains the process we use during the equipment acquisition process. It requires cooperation between Purchasing, Fiscal Affairs and Administration. It will get the attention of vendors since a hold is placed on the invoices of equipment which does not come with proper service documentation. This is an area which I feel that Biomedical Departments must concentrate on. Without service information, we will not be capable of doing our jobs.





I appreciate any feedback on the policy and can be reached at email address  


Mkauff2556@aol.com





Thank you.





Mike Kauffman
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THE YOUR HOSPITAL AND MEDICAL CENTER


West Your, Pennsylvania





Administrative Policy & Procedure


No. 4140.6








SUBJECT:  Purchase of Biomedical Equipment			Revised: October 1996








This policy is to provide guidelines to personnel engaged in the process of specifying biomedical equipment for purchase by the Hospital or Physicians. It is necessary that such equipment meet not only user needs, but also Engineering Department requirements. Engineering must consider both maintenance and safety, including regulatory agency guidelines. For the purpose of this policy, biomedical equipment is diagnostic, therapeutic or monitoring equipment that is directly involved in patient care or that comes into direct contact with patients.








I.	Requisitioning of New Equipment - Hospital Owned





A.	When a department head desires to purchase an item of biomedical equipment, the department head shall, in consultation  (if required) with Purchasing, prepare a requisition and submit it to Administration for approval.





	B.	If the requisition is approved by Administration, it will be sent to Purchasing.





C.	If the requisition is disapproved for whatever reason, the requisition along with all material will be returned to the department head.





D.	Purchasing will complete its portion of a “Hospital Specifications for Biomedical Equipment” (HSBE) form (Exhibit 1), submit to the appropriate vendor for completion and request a formal proposal if appropriate. Purchasing will hold the requisition pending the return from the vendor of the completed HSBE and proposal. 





Note:	If the item to be purchased is in addition to other equipment of the same type, Purchasing will contact Biomedical Lab to determine if the HSBE needs to be used. If the equipment has not been a problem in past purchases, the HSBE will not be used. The purchase order will be stamped with the Biomed Stamp in all cases. (See item II below)





E.	Upon receipt of the completed HSBE and proposal from the vendor, Purchasing will review it and if satisfied with its completeness will send the HSBE and proposal along with the requisition to the Biomedical Lab.





F.	The Biomedical Lab will review the data contained on the requisition, HSBE and proposal in the following areas: electrical safety, mechanical integrity, conformation to existing codes / regulatory agencies, ease of maintenance and service documentation. 





G.	If Biomedical Services is satisfied that the item conforms in a positive sense  to the above, it will indicate on the HSBE that it is “Recommended for Purchase”. The requisition, proposal and HSBE, signed by the Chief Biomedical Technician or his designate, will then be returned to Purchasing to complete the purchasing process.





H.	If Biomedical Services is not satisfied, it will “not recommend for purchase” and indicate the reason on the HSBE. The requisition, proposal and HSBE will be returned to Purchasing where comments should be resolved with the department head before proceeding with the requisition.





I.	After resolving any problems, a purchase order will be issued and the order will be placed. (See Purchase Order Data Below)





II.	Purchase Order Data





	A.	In addition to the details previously mentioned and the normal purchase order procedures, all copies of the purchase order will be stamped with the Biomedical Engineering Information Stamp as shown below:





		This equipment must pass inspection for safety, performance and compliance with Hospital specifications prior to acceptance for clinical use. It must be provided with two complete sets of operators and service manuals which include instructions for use, warning of potential hazards, parts lists, schematics and service and maintenance requirements.





		Failure to comply with any of the above could result in either a delay in payment or of a withholding of up to 10% of any invoice received.





	B.	A copy of the purchase order, proposal and HSBE is to be sent to the Biomedical Laboratory. Upon receipt of this information, Biomedical will place the order in a “New Equipment Pending” folder. This information will be used when the equipment is preaccepted.


�



III.	Requisitioning on New Equipment - Physician Owned





	A.	Physicians who desire to purchase and/or donate specified equipment or instruments should so inform the Department Supervisor prior to purchase. Manufacturers specifications are to be provided. Physicians are free to obtain a copy of the HSBE and process this form in lieu of providing the manufacturers specifications. 





	B.	A letter of acknowledgment will be sent by Administration if the equipment or instruments are acceptable for purchase. The equipment is not to be used until Administrative approval is obtained. 





	C.	It is understood that physician purchased equipment will be reserved for their use. However, on occasions, this equipment may be made available to other qualified physicians. The physician who purchased the device will be so advised.





	D.	A log will be maintained by Department Supervisors listing physician-purchased equipment and instruments and approvals obtained. (Administration, Biomedical Lab)





	E.	The Physician is to advise the manufacture / vendor that any product recall literature is sent to the Purchasing Department of the Hospital as well as the physician who purchased the device.





IV.	Receipt of Equipment





	A.	Upon receipt of the equipment, the department receiving the item should notify the Biomedical Lab in the following manner.





		1.	Complete a Biomedical Equipment Repair Request (Form 4-1940) (Blue Slip), in its entirety. Ensure that the purchase number is listed in the P.O. block on the blue slip.





		2.	Preacceptance shall take place within five working days after Biomedical’s receipt of the equipment.





	B.	The department is to leave all  Operators and Service manuals with the equipment received. The Biomedical Lab cannot conduct a preacceptance inspection without these publications.





�
	C.	In conducting a preacceptance inspection, the following procedure is to be followed by the Biomedical Lab:





		1.	A work order will be opened for each item to be preaccepted. A copy of the purchase order and HSBE, if applicable, will be attached to the work order(s).  The results of the inspection will be recorded on the work order.





	2.	A memo will be sent to Accounts Payable (Exhibit 2), recommending payment information. Holds will be placed on invoices which do not conform to the HSBE. Purchasing will notify the vendor for any holds placed on equipment purchases.





	3.	When problems with equipment or missing manual issues are resolved, an additional memo will be sent to Accounts Payable asking that the invoices be paid in full.





	4.	After the equipment has passed the preacceptance inspection, a green inspection label will be placed on the equipment.





	5.	A file will be opened on the item by the Biomedical Lab. This file will contain copies of the following; purchase order, proposals, HSBE, preacceptance inspection, memo to Accounting and a complete record of all preventive maintenance and routine repairs performed on the equipment during the life of the item. This file will be retained for one year after the equipment has been discarded. In the event that the item was involved in an incident, the file will be retained indefinitely.





V.	Payment for New Equipment





	A.	The Vice President / Fiscal Affairs shall insure that all invoices for new items of equipment are sent to the appropriate Department Head for approval of payment.





	B.	The Department Head is not to approve an invoice for payment until the item of equipment has passed the preacceptance inspection. The presence of the aforementioned label on the item of equipment shall serve as notice of the completed inspection.





	C.	Fiscal Affairs will pay an invoice only if the Department Head approval and a Biomedical payment memo are received.





�
VI.	Training of Hospital Personnel in  Use of New Biomedical Equipment





	A.	When a new item of biomedical equipment has been delivered to a department following the preacceptance inspection, the Department Head is to arrange for inservice training for employees. If this item has already been in use in the department a memo will not be supplied as an inservice would not be necessary.





	B.	If the equipment is a duplicate of an existing piece of equipment within the hospital, the likelihood exists that the inservice training can be completed by using hospital personnel.





	C.	If the equipment is a new item or model which has never been used in the Hospital before, persons representing the vendor will be contacted to conduct inservice training for Hospital employees. The arrangements for vendor conducted inservices will be coordinated by the Department Head.





	D.	A listing of employees receiving inservice training and those persons conducting the training will be completed (Exhibit 3). This documentation is to be kept on file by the department and updated as needed.





	E.	The Biomedical Laboratory (Ext. 6132) should be advised of the time, date and place of all inservice training involving biomedical equipment. This will allow a representative from Biomed to attend these inservices.
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Exhibit 1


The Your Hospital and Medical Center


Hospital Specifications for Biomedical Equipment





This form is to be completed by both sales and service representatives to prevent erroneous responses. Failure to comply with your responses may result in delay of payment or withholding of a percentage of any invoice received.





Equipment to be Purchased





Description:					Manufacturer:					





Model #					Vendor:					





This equipment must pass an inspection for safety, performance and compliance with Manufacturers specifications prior to acceptance.  In all instances where published specifications of safety or performance are not available, the acceptance criteria shall be the demonstration, in the Hospital’s opinion, of good engineering practice.  The warranty period will begin and payment will be authorized when inspection has passed.  This will be completed within five (5) working days after Biomedical’s receipt of the equipment.





Indicate below the standards and/or codes to which the equipment conforms:





National Fire Protection Association (NFPA-99)					Yes	No


Association for the Advancement of Medical Instrumentation (ESI-1985)		Yes	No


International Electrotechnical Commission (IEC-601)				Yes	No


Canadian Standards Association (CSA 22.2)						Yes	No


Underwriters Laboratory (UL-544)							Yes	No


Others:										Yes	No





I.	MANUALS





	Note:	A response is required to all of the following questions.  Any “No” responses must be explained on a separate page.


	A.	The vendor will supply two (2) operators manuals.			Yes	No


	B.	The vendor will supply two (2) service manuals which 


		include the following:							Yes	No





		1.	Operating instructions						Yes	No


		2.	Complete schematic diagrams					Yes	No


		3.	Circuit description						Yes	No


		4.	Troubleshooting procedures					Yes	No


		5.	Functional testing procedures					Yes	No


		6.	Calibration procedures					Yes	No


		7.	Replacement parts lists, electrical				Yes	No


		8.	Replacement parts list, mechanical				Yes	No





	C.	The above information will be supplied for all devices,


		modules and components of a multicomponent system.		Yes	No


	D.	Will the hospital receive future revisions to service info.		Yes	No





II.	TRAINING SESSIONS





A.	Training sessions for operating personnel on the proper use


	and user maintenance of the equipment will be conducted by


	the  	 Vendor	Manufacturer		Not Done at all. 





	B.	Are training schools available for hospital Biomedical


		Technicians?								Yes	No





		If yes, what level?		Component	Board.





		Indicate service training:	Location					





						Duration					





						Cost				   		





III.	REPAIR SERVICES and WARRANTY


	A.	Are loaners available for this equipment?				Yes	No


	B.	Indicate length of warranty period in months for 		parts 		labor.


	C.	Does the manufacture support post-warranty repair by


		the hospital?								Yes	No


	D.	Does manufacture have a circuit board exchange policy?		Yes	No


	E.	Can repair parts be purchased directly from the manufacture?	Yes	No


	F.	Is any special test equipment required for the functional test


		or calibrations which are performed according to


		MANUFACTURERS specifications?				Yes	No


		LIST ALL SUCH EQUIPMENT AND COSTS BELOW:

















	G.	Is any special test equipment or accessories required for 


		repairs which are performed to MANUFACTURERS 


		SPECIFICATIONS? 							Yes	No


		LIST ALL SUCH EQUIPMENT AND COSTS BELOW:

















	


IV.	ELECTRICAL / INSTALLATION





	Note:	All leakage currents and ground resistance must meet the guidelines to which the 			equipment was certified.





	A.	Indicate voltage phase and amperage requirements.


				Volts			Phase			Amperage


	B.	Is the equipment sensitive to power line transients?			Yes	No


	C.	Have previous installations required line conditioning


		 FOR PROPER OPERATION?					Yes	No


	D.	Is the hospital required to supply other types of supporting


		systems to this unit such as plumbing,  vacuum, compressed


		gas, ventilation etc.?							Yes	No


V.	HOSPITAL TO INDICATE ADDITIONAL SPECIFICATIONS:




















VI.	Any questions concerning the questions on agreement are to be directed to the Hospital’s Biomedical Laboratory at (610) 378-6132.





VII.	The cost of modifications by the Your Hospital and Medical Center to make equipment comply to agreed upon specifications may be deducted from the purchase price of the equipment.





VIII.	I understand the stated conditions and as the Manufacturers authorized representative accept the specifications as listed on this agreement. Any of the conditions which cannot be met are 		explained below		 explained on a separate sheet.

















													


 Vendor Sales Representative, Title / Date		Vendor Service Representative, Title / Date





Phone Number where above representatives can be reached: 					


									Sales Rep.





													


									Service Rep.





�



FOR HOSPITAL ENGINEERING DEPARTMENT USE





After reviewing the proposal on the item of equipment noted and the information contained on this specification sheet, the item is:





		recommended for purchase.





		recommended for purchase with the conditions stated below.





		not recommended for purchase for the reason stated below.


























												


		      Date		       Signature, Title, Engineering Department











�



Exhibit 2


	THE YOUR HOSPITAL AND MEDICAL CENTER�PRIVATE ��





	MEMORANDUM





TO:	Accounts Payable				Date:     				





ATTN:	Bookkeeper





FROM: Engineering Department


	Biomedical Lab





RE:	Purchase Order Number     	        





The Biomedical Laboratory has performed a pre-acceptance check on equipment purchased on the above purchase order.  The following recommendation regarding payment is submitted:





	        	Invoice be paid in full.





	        	Ten percent (10%) of the invoice price be withheld for reasons stated in comment section.





	        	            percent (     %) of the invoice price be withheld for reasons stated in comment section.





	        	One hundred percent (100%) of the invoice price be withheld for reasons stated in comment section.





	        	See comments below.





COMMENTS:	 	 								                                                                                                                           


Upon correction of the noted deficiencies, the Biomedical Laboratory will notify Accounting.








			                           				           	          


			  Signature, Title, Engineering Dept., Biomed Lab








Vendor:  		     				REF:	W.O.# 		     		    


		


							Control#     				          
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Exhibit 3


THE YOUR HOSPITAL AND MEDICAL CENTER


Initial In-Service Training


For Biomedical Equipment





ITEMS OF EQUIPMENT


Department or Nursing Unit						P.O.#				


Manufacturer				Description							


Model			Serial #			RHMC C/N					





DATES AND TIMES TRAINING SESSIONS CONDUCTED:  (List each date and time)


																																																																	





PERSONS TRAINED IN USE AND CARE OF EQUIPMENT:  (Attach Separate Page if Needed)


																																																																	





PERSON WHO CONDUCTED THE TRAINING SESSIONS:


(Non-Hospital Person, Name & Co.)				(Hospital Employees)


													


													


													


													





RH2401 (Rev. 11/87)


The Your Hospital and Medical Center


Hospital Specifications for Biomedical Equipment





This form is to be completed by both sales and service representatives to prevent erroneous responses. Failure to comply with your responses may result in delay of payment or withholding of a percentage of any invoice received.





Equipment to be Purchased





Description:					Manufacturer:					





Model #					Vendor:					





This equipment must pass an inspection for safety, performance and compliance with Manufacturers specifications prior to acceptance.  In all instances where published specifications of safety or performance are not available, the acceptance criteria shall be the demonstration, in the Hospital’s opinion, of good engineering practice.  The warranty period will begin and payment will be authorized when inspection has passed.  This will be completed within five (5) working days after Biomedical’s receipt of the equipment.





Indicate below the standards and/or codes to which the equipment conforms:





National Fire Protection Association (NFPA-99)					Yes	No


Association for the Advancement of Medical Instrumentation (ESI-1985)		Yes	No


International Electrotechnical Commission (IEC-601)				Yes	No


Canadian Standards Association (CSA 22.2)						Yes	No


Underwriters Laboratory (UL-544)							Yes	No


Others:										Yes	No





I.	MANUALS





	Note:	A response is required to all of the following questions.  Any “No” responses must be explained on a separate page.


	A.	The vendor will supply two (2) operators manuals.			Yes	No


	B.	The vendor will supply two (2) service manuals which 


		include the following:							Yes	No





		1.	Operating instructions						Yes	No


		2.	Complete schematic diagrams					Yes	No


		3.	Circuit description						Yes	No


		4.	Troubleshooting procedures					Yes	No


		5.	Functional testing procedures					Yes	No


		6.	Calibration procedures					Yes	No


		7.	Replacement parts lists, electrical				Yes	No


		8.	Replacement parts list, mechanical				Yes	No





	C.	The above information will be supplied for all devices,


		modules and components of a multicomponent system.		Yes	No


	D.	Will the hospital receive future revisions to service info.		Yes	No





II.	TRAINING SESSIONS





A.	Training sessions for operating personnel on the proper use


	and user maintenance of the equipment will be conducted by


	the  	 Vendor	Manufacturer		Not Done at all. 





	B.	Are training schools available for hospital Biomedical


		Technicians?								Yes	No





		If yes, what level?		Component	Board.





		Indicate service training:	Location					





						Duration					





						Cost				   		





III.	REPAIR SERVICES and WARRANTY


	A.	Are loaners available for this equipment?				Yes	No


	B.	Indicate length of warranty period in months for 		parts 		labor.


	C.	Does the manufacture support post-warranty repair by


		the hospital?								Yes	No


	D.	Does manufacture have a circuit board exchange policy?		Yes	No


	E.	Can repair parts be purchased directly from the manufacture?	Yes	No


	F.	Is any special test equipment required for the functional test


		or calibrations which are performed according to


		MANUFACTURERS specifications?				Yes	No


		LIST ALL SUCH EQUIPMENT AND COSTS BELOW:

















	G.	Is any special test equipment or accessories required for 


		repairs which are performed to MANUFACTURERS 


		SPECIFICATIONS? 							Yes	No


		LIST ALL SUCH EQUIPMENT AND COSTS BELOW:

















	


IV.	ELECTRICAL / INSTALLATION





	Note:	All leakage currents and ground resistance must meet the guidelines to which the 			equipment was certified.





	A.	Indicate voltage phase and amperage requirements.


				Volts			Phase			Amperage


	B.	Is the equipment sensitive to power line transients?			Yes	No


	C.	Have previous installations required line conditioning


		 FOR PROPER OPERATION?					Yes	No


	D.	Is the hospital required to supply other types of supporting


		systems to this unit such as plumbing,  vacuum, compressed


		gas, ventilation etc.?							Yes	No


V.	HOSPITAL TO INDICATE ADDITIONAL SPECIFICATIONS:




















VI.	Any questions concerning the questions on agreement are to be directed to the Hospital’s Biomedical Laboratory at (610) 378-6132.





VII.	The cost of modifications by the Your Hospital and Medical Center to make equipment comply to agreed upon specifications may be deducted from the purchase price of the equipment.





VIII.	I understand the stated conditions and as the Manufacturers authorized representative accept the specifications as listed on this agreement. Any of the conditions which cannot be met are 		explained below		 explained on a separate sheet.

















													


 Vendor Sales Representative, Title / Date		Vendor Service Representative, Title / Date





Phone Number where above representatives can be reached: 					


									Sales Rep.





													


									Service Rep.





�



FOR HOSPITAL ENGINEERING DEPARTMENT USE





After reviewing the proposal on the item of equipment noted and the information contained on this specification sheet, the item is:





		recommended for purchase.





		recommended for purchase with the conditions stated below.





		not recommended for purchase for the reason stated below.


























												


		      Date		       Signature, Title, Engineering Department
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