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19.1.  General.  


19.1.1.  Effective control of quality is one of the basic responsibilities of medical materiel management.  The Medical Logistics Flight Commander fulfills this function through inspection, classification, and surveillance as materiel is received, issued, stored, or shipped.  Defective or suspected defective materiel must be removed from serviceable inventories and using activities, suspended from issue, and reported.


19.1.2.  Do not destroy inventories that were suspended for quality assurance reasons prior to receiving disposition instructions.





19.2.  Medical Materiel Complaints.  


19.2.1. Medical staff and medical logistics personnel should thoroughly evaluate the inadequacy or undesirability of an item before a materiel complaint is submitted.  See attachment 19A1 for detailed instructions for preparing, processing, and submitting materiel complaints.  Medical materiel complaints are classified as follows:


19.2.1.1.  Type I - A supply or equipment item which has been determined  by use or test to be harmful or defective to the extent that use has caused or may cause illness or death.  Immediate action is required to report such items and to remove them from using activities and serviceable inventories.


19.2.1.2.  Type II - A supply item which is suspected of being defective, deteriorated, or otherwise unsuitable for use.  Expeditious action is required to report such items and to remove them from using activities and serviceable inventories. 


19.2.1.3.  Type III - An equipment item which is determined to be unsatisfactory because of malfunction, design deficiency, defects, or performance.  Complaints of this type may or may not require suspension of the item.


19.2.2.  AFMLO will issue instructions for disposition of suspended items and will include accounting data and provisions for replacement or reimbursement, when required. 


19.2.3.  When a materiel complaint involves an adverse patient reaction, medical logistics will establish a complaint file with the name, register number, and other appropriate data of the patient who had the adverse reaction.  Retain this information as reference data only.  Do not include it in submitted reports.


19.2.4.  Defense Personnel Support Center (DPSC) may request samples of suspected defective materiel direct from the complaining activity.  To ensure availability of samples, suspend all materiel, including partial units of issue, exhibiting the reported defects.  Ship requested samples as described in chapter 12.


19.2.5.  When death or injury occur as a result of the use of equipment, devices, or products that may be defective, take the following actions:


19.2.5.1.  The Medical Logistics Flight Commander will keep the equipment, device, or product in custody.  Do not use it again.  If DPSC or the Food and Drug Administration (FDA) requires it for investigation, they must be advised to maintain the item integrity to support any litigation resulting from the accident.  Maintain a proper custody chain on the item.


19.2.5.2.  Do not dispose of the item, release it to the manufacturer, or repair it without first notifying and receiving permission of HQ USAF/JACC.  Notification will be forwarded through AFMSA/ SGML.


19.2.6.  AFI 41-201, Managing Clinical Engineering Programs, contains additional guidance for reporting medical equipment complaints.�
19.3.  Quality Assurance/Risk Management (QA/RM) File.  


19.3.1.  The Medical Logistics Flight Commander will ensure that a central medical logistics QA/RM file is maintained.


19.3.2.  The file should contain the following items:


Medical materiel complaints.


Reports of adverse patient reactions.


Device recalls.


AFMLO QA messages.  Keep a log of these consecutively numbered messages to be sure that all were received.


QA/RM instructions and messages from higher headquarters.


Records of QA/RM training provided to property custodians and medical logistics personnel.


Other pertinent information such as minutes of QA/RM Committee meetings that contain items of interest to medical logistics.


DoD Medical Materiel Quality Control (DODMMQC) messages.  Maintain a log of these consecutively numbered messages to ensure that all were received.


19.4.  Shelf Life (Expiration Dated) Items.


19.4.1.  Shelf life (expiration dated) and potency type items are defined in chapter 13.  Keep expired Type II expiration dated items in suspended inventory for 180 days after the expiration date pending possible AFMLL date extension announcement.  Keep outdated WRM as required by chapter 15.  DLAR 4155.37, Materiel Quality Control Storage Standards - Appendix M - Medical Supplies, has a complete list of shelf life items.  Accounts not having copies should establish a requirement with their Publishing Distribution Office.


19.5.  Estimated Storage Life (ESL).  


19.5.1. ESL. items have an estimated shelf life greater than 60 months.  ESL items are identified in the Medical Catalog (MEDCAT) with a shelf life of 61 months. 


19.5.2.  All medical ESL items will be coded with an initial inspection period of 36 months and a reinspection period of 12 months.  For example, if the initial inspection date is 9412, the reinspection date will be 9512.  ESL items may be extended any number of times and are inspected per the guidelines in DLAR 4155.37.  The actual inspection is accomplished within the local medical logistics activity with the assistance of the medical staff when required.


19.5.3.  If, after the inspection, there is any doubt about the product's serviceability, the Medical Logistics Flight Commander should suspend the entire quantity and initiate a Type II medical materiel complaint.


19.6.  Nondeteriorative Items. 


19.6.1.  Nondeteriorative items are identified as having zero (0) shelf life.  These require minimal inspection.  Suitability may be determined through routine use or visual inspection.


19.6.2.  Code nondeteriorative medical items with an initial inspection period of 36 months and a reinspection period of 12 months.  The inspection criteria will be Z9.  The initial 36 month inspection period begins upon receipt of the materiel, not the manufacture or shipping date.  The intent of the inspection period is to assure all medical items in use or storage are periodically checked for suitability.


19.6.3.  Initiate a materiel complaint for nondeteriorative items which fail visual or in use inspections and valid Type II criteria exist.


19.7.  Action on Suspended Stocks.  


(19.7.1.  AFMLO sends suspension notices based on Type I complaints to major commands (MAJCOM), National Guard Bureau (NGB), and their designated medical activities by immediate precedence QA message with an information copy to AFMSA/SGML.  The message will have a QA control number consisting of the Julian date followed by a four digit sequential serial number.  This allows recipients to verify that all previous QA messages were received.  Missing QA messages can be obtained from the AFMLO Internet site.


19.7.2.  AFMLO sends other QA suspension notice messages with appropriate precedence.  All suspension notices are published in the AFMLL.  Suspension notices normally include the name of the manufacturer, contract number, lot number, serial number, or other information required to identify the suspended item.  MAJCOM surgeons and NGB will furnish AFMLO lists of subordinate medical activities for suspension notification and keep the lists current.


19.7.3.  Upon receipt of a suspension notice, including items which are components of kits, medical logistics will:


19.7.3.1.  Notify using activities within the MTF, medical satellites, and other applicable base activities.


19.7.3.2.  Coordinate and monitor recall actions when suspended materiel is located in the using activities.


19.7.3.3.  Inspect all medical storage locations for suspended materiel giving prime consideration to inspection, removal of materiel from serviceable storage and sets or kits, and necessary annotation to component lists for all assemblies of sets, kits, and outfits such as air transportable hospitals, air transportable clinics, and first aid kits.


(19.7.3.4.  Place all suspended materiel in segregated storage.  Tag this materiel with a completed DD Form 1575, Suspended Tag - Materiel, or DD Form 1575-1, Suspended Label - Materiel, according to AFM 23-110, volume 1, part 1, chapter 4.  Enter pertinent information related to the suspension action on the form.  For WRM items, refer to chapter 15, paragraph 15.17.9.


19.7.3.5.  Support reports or actions as directed by the suspension notice or AFMLL.


19.7.3.6.  Adjust inventory stratum and update the suspended item file according to AFCSM 41-230, Volume 2, Medical Logistics System (MEDLOG): I008/AJ Users Manual.


19.7.4.  Activities notified of a materiel recall directly by a manufacturer or the FDA should immediately determine if the recall has already been published in the AFMLL and, if not, inform AFMLO.  If suspension/disposition actions have not already been taken, take the actions in paragraph 19.7.3.  AFI 41-201 has instructions for medical device recalls.


19.7.5.  Hold suspended materiel until higher headquarters directs one of these actions:  


Replace by DPSC or contractor.


Return to DPSC or the contractor for credit.


Destroy according to chapter 12.


Transfer to the DRMO.


Reinstate for issue and use.


19.8.  Destruction Notifications.  


19.8.1.  Upon receipt of an immediate or priority message from DPSC directing destruction of medical materiel, AFMLO sends destruction notifications to MAJCOM surgeons and their designated subordinate medical activities by equivalent precedence QA message.  Notification to destroy materiel previously suspended is not sent by message but is published in AFMLLs.  All destruction notifications are published in AFMLLs.


19.8.2.  The actions in paragraph 19.7.3. for suspended stocks, except for the action to place suspended materiel in segregated storage, apply to materiel to be destroyed.  Destroy according to chapter 12 or AFMLO instructions.


19.9.  Materiel Inspectors.  


19.9.1.  Medical logistics personnel perform the duties in AFMAN 23-110, volume 1, part 1, chapter 4, for materiel under the control of the Medical Logistics Flight Commander.  


19.9.2.  The condition of materiel must be critically evaluated when it is being turned in, transferred between accounts, determined to be excess, or suspected of being unserviceable.  Assign condition codes using chapter 2, attachment 2A4. 


19.10.  Serviceability Testing of Water Purification Tablets.  


19.10.1.  Iodine tablets, national stock number (NSN) 6850-00-985-7166, are subject to rapid deterioration when storage conditions are less than ideal.  Two years after manufacture, stocks of iodine tablets should be inspected for these signs of physical deterioration:


Tablets adhered together.


Tablets discolored, pulverized, or broken.


Poor wax closures.


19.10.2.  Destroy stocks clearly showing signs of physical deterioration. 


19.10.3.  Stock which shows no signs of physical deterioration should be suspended from issue and use pending serviceability testing.  A laboratory designated by DPSC will assay ten bottles of each lot for titratable iodine and solubility.  There is no minimum on hand quantity required to be eligible for testing.  Check recent AFMLLs to ensure testing is not requested on lot numbers that already have been assayed and found suitable for extension.


19.10.4.  A request for serviceability testing must include the name of the manufacturer, lot number, and date of manufacture.  Send the request direct to DPSC-MO with an information copy to AFMLO/FOCO.  DPSC will provide shipping instructions when the materiel is to be shipped.  Prepare a separate DD Form 1348 and/or DD Form 1348-1A, for each lot being shipped.


19.10.5.  Establish a new retest date of two years for lot numbers found to be suitable.  Destroy lots which fail to meet assay requirements.


�
Attachment 19A1


PREPARATION AND SUBMISSION OF MATERIEL COMPLAINTS





PART I - GENERAL





19A1.1. Document medical materiel complaints on Standard Form (SF) 380, Reporting and Processing Medical Material Complaints/Quality Improvement Report, as described in Part III.  Document complaints involving nonmedical materiel on SF 368, Product Quality Deficiency Report.





19A1.2. Submit the following complaints to DPSC:


19A1.2.1. Type I, II, and III complaints against stock listed medical items procured by DPSC.


19A1.2.2. Type I, II, and III complaints against nonstock listed medical items procured by DPSC.  This situation usually pertains to Direct Vendor Deliveries to overseas facilities.


19A1.2.3. Type I complaints against LP medical supplies or equipment regardless of the source of supply.





19A1.3. Submit Type II and III complaints against CONUS LP items to the contracting/ordering office.  Send an information copy to DPSC/MOE who will review it and forward it to the FDA.  If FDA substantiated SF 380s cannot be resolved directly with the vendor, send them to the local contracting activity for help in resolution.





19A1.4. Submit complaints against medical items obtained from GSA or VA to the appropriate GSA or VA facility.





19A1.5. Identify all complaints by type, report title, and address and FM account number of the reporting base.





PART II - PROCESSING TYPE I COMPLAINTS





19A1.6. The initial classification of a medical materiel complaint as Type I will be made by a medical or dental officer familiar with the details of the complaint.  After approval by the MTF Commander refer Type I complaints to the Medical Logistics Flight Commander.  Because of the immediate worldwide notification required on Type I complaints, medical and supply personnel should carefully ascertain and evaluate all pertinent facts to preclude unnecessary delay or undue alarm.





19A1.7. Report all related circumstances to DPSC/MOE by telephone (attachment 19A2) or electronic message.  Include NSN, quantity suspended, lot number, contract number, source, manufacturer, expiration date, and a description of the adverse patient reaction.  A Type I complaint reported to DPSC by telephone will be by conference call initiated by the Medical Logistics Flight Commander.  Include the medical or dental officer who initiated the complaint in the conference call to provide medical information. 





19A1.8. Each complaint transmitted by telephone or electronic message will be immediately documented to DPSC/MOE by SF 380, as prescribed in part III.





19A1.9. Include AFMLO as an information addressee on all complaints transmitted by electrical message to DPSC.





PART III - PREPARATION AND SUBMISSION OF SF 380





19A1.10. Prepare the SF 380 in sufficient copies to make the following distribution:


19A1.10.1. For items ordered through DPSC, send the original and four copies to DPSC/MOE, Quality Assurance Division, Directorate of Medical Materiel.


19A1.10.2. For items not ordered through DPSC, send one copy of the complaint to the Base Contracting Office, if requested.  Send a copy to DPSC/MOE for review and forwarding to FDA.


19A1.10.3. Three copies of all complaints, including those on LP items to AFMLO/FOMP.


19A1.10.4. One copy retained by the reporting base.





Note:  For Type II and III complaints on CONUS LP items, forward a copy of the final closing action to AFMLO/FOCO.





PART IV - INSTRUCTIONS FOR PREPARING SF 380


 Block No./ Title�



Entry�
�
Title �
Enter date as day-month-calendar year (1 June 1994).�
�
Report No.�
Enter report number beginning with your FM account, the Julian date, and a four-position control number.�
�
To �
DPSC-MOE


2800 S. 20th St.


Philadelphia PA 19101-8419 �
�
From�
Official address including FM account number and routing identifier code (see DoD 4000.25-1-S1).�
�
1A�
Enter "X" in the applicable box.�
�
1B�
Leave blank.�
�
2�
Enter NSN or locally assigned stock number.�
�
3�
Enter complete description of the reported item.  Include all manufacturer's or catalog numbers appearing on unit containers.  For medical equipment, include the nomenclature and device code from AFI 41-201.�
�
4, 5, 6, 7A, 7B, 8, 9,


10, 11, 12, 13, & 14�
Self-explanatory.�
�
15�
Source from which the materiel was received (depot, supplier, distributor, etc.).  Do not enter DPSC (S9M).�
�
16�
Enter quantity on-hand and unit of issue designation of the reported items.�
�
17�
Enter quantity suspended and unit of issue designation of reported item.�
�
  18A - 18F�
Self-explanatory.  Leave blank on Type II and Type III complaints.�
�
19�
Complete information as to circumstances under which administered and techniques employed.  Show the means of communication, time, and individual at DPSC first notified of a Type I complaint.  Complaints involving blood grouping and typing reagents must indicate the actual bottle of reagent involved and the cells and serum used with the reagent are available for testing.  Indicate if FDA or other Government agency was notified.  Include the name of the individual contacted, date, phone number, and other pertinent data if notification was by phone.  Attach a copy of correspondence with the manufacturer or supplier about the complaint.  A statement covering the hazards inherent in the continued use of the materiel. The statement of inadequacy or undesirability should be specific regarding the characteristics or performance features which are the subject of the complaint.  On equipment items, furnish detailed identification of specific parts, components, and/or circuits.  Attach photographs and drawings of equipment when they will assist in describing or substantiating the complaint.�
�
20a-21E�
Self-explanatory. �
�
22�
Continue from block 19 if necessary.�
�
23-26�
Not for use by reporting activity.  Action offices will use this block for replies, instructions, and dispositions on reported items.�
�



�
Attachment 19A2


FORMAT FOR RECORD OF TELEPHONIC REPORT TYPE I COMPLAINT





Note:  Telephone calls are acceptable, however, they must be documented immediately by sending five copies of the SF 380 to DPSC.  Make telephone calls to the quality assurance representative, DPSC, DSN 444-2187 or 2188 or commercial (215) 952-2187 or 2188 during regular working hours.  After duty hours, call the Customer Readiness Section or the DPSC staff duty officer at DSN 444-2111 or commercial (215)-952-2111.  Begin reports by stating that the complaint is type I and give, insofar as is immediately available, the information required by the SF 380.  Mark all copies “FOR OFFICIAL USE ONLY.”





1.	June 1994	2.	FM7755-4153-0001	3.	1930Z	4.	DSN 777-5678


	DATE		REPORT NO.		TIME		PHONE NO.





5.	SSGT Jane Z. Dohem		6.	FM 7755 USAF Hospital Big Bluff/SGL	


	QA Clerk, Medical Supply			Big Bluff CO 77123	


	NAME & TITLE OF PERSON			RIC: EXX	


	CALLING			OFFICIAL ADDRESS





7.	6515-01-045-0029		8.	Syringe, Irrigation Ear, 3 oz.	


	NSN			50s, unit of issue - package (PG)______________





9.	N/A		10.	X,Y,Z Medical Supply, Inc.	


	NAME OF CONTRACTOR			1234 Ajax Lane, Hometown IL	


	(If other than the manufacturer)			NAME & ADDRESS OF MFG.





11.	DLA 120-83-C0501                       	12.	FM 775540832506            	           13.	1234	


	CONTRACT NO. OR PURCHASE		REQUISITION NO.		  	            LOT NO.


	ORDER NO/CALL NUMBER





14.	N37-0987654                    	15.	N/A                                  	16.	N/A                    


	CONTROL NO.		MANUFACTURERS		MODEL NO.


				SERIAL NO.





17.	1/93                             	18.	1/93                                  	19.	31 Jan 97            


	DATE MANUFACTURED		DATE PACKED		 EXPIR. DATE





20.	Defense Distribution	21.	3                                     	22.	3                         


	Region East (SW 3100)		QUANTITY		QUANTITY


	SOURCE FROM WHICH		ON HAND		SUSPENDED


	MATERIEL WAS RECEIVED





23.	1                               	24.	1                                      	  25.  1                       


	TOTAL NO.		TOTAL NO. OF		     SEVERE OR UNUSUAL


	PATIENTS INVOLVED	REACTIONS	    REACTIONS





26.	1                                                 	27.	                                                                            


	REACTIONS REQUIRING			LENGTH OF HOSPITALIZATION


	HOSPITALIZATION





28.	Vaccine  	


	Primary                                               	Booster  		Interval  	





�
29.	Cause of complaint:  _________________________________________________________________


______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


30.	Lymphadenopathy	a.  Yes  		b.  No	


 


31.	Describe in detail nature of adverse reaction.  Include age, sex, and other significant data.


____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


___________________________________________________________________________________________________________


_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________





32.	______________________________________________	33.	_________________________


	NAME AND GRADE OF MC OR DC OFFICER	 PHONE NO.


	MOST FAMILIAR WITH THE CASE





34.	______________________________________________________


	NAME OF PERSON RECEIVING THE COMPLAINT CALL
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___________________
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