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7-1
General

1.
This section describes procedures for reporting and disposition of equipment at MTFs and DTFs in the event of quality deficiencies, carrier‑type discrepancies in shipment, and packaging/packing discrepancies.  These conditions will be reported in a timely fashion, with special emphasis on all items that are considered inherently injurious or potentially dangerous to patients and/or staff.

2.
The following procedures are essential to support a system that will feed data back to activities responsible for design, development, purchasing, production, 

supply, maintenance, contract administra-tion, packaging/packing, shipping, and transportation of equipment so that action can be initiated to correct deficiencies and prevent future unacceptable conditions. Annex 18 is a ready reference that summarizes the various types of reports for discrepant/deficient equipment, which is described below in greater detail.

7-2
Transportation Discrepancy

Reporting (TDR)

1.
TDR System.  The TDR system is a worldwide procedure for reporting various transportation discrepancies.  These procedures have been approved by the military Services, DLA, and GSA.  If these procedures are followed, the Government will recover monies based on the successful prosecution of claims for loss and damage in addition to the recovery of unearned transportation charges. Reporting of all discrepancies will help correct deficiencies and improve carrier/contractor service.

2.
Use of SF‑361.  The TDR, SF‑361, will be used to:

· Notify or confirm notification of a problem with a shipment to carriers (this report applies to all U.S. commercial carriers except MAC or ocean carriers).

· Notify a carrier to pick up damaged material and to show where the material is located.

· Request information from any source to assist in resolving a discrepancy, such as requesting pricing data from a shipping activity or inventory control point.

· Reply to a Request for Information (RFI).

· Advise action agencies that the discrepancy previously reported was either changed or canceled.

· Document problems at a stop‑off or transshipment point for action by the consignee.

· Report transportation discrepancies that have not been resolved within the time limits identified later in this section.

· Document discrepancies when services ordered by the Government are not performed by the carrier (e.g., perishables not delivered on time).

· Adjust inventory and financial records.

· Support claims against carriers or contractors.

3.
Types of Discrepancies to be Reported.  The SF‑361 is used to report the following types of discrepancies.


a.
Pilferage, Theft, Damage, or Vandalism.  When the shipment is delivered by a commercial carrier, the first step is to notify the carrier by telephone and to point out that inspection of the shipment and/or arrangement for repairs (if damaged) must be made within the next 7 days.  If the carrier waives the inspection, the person's name and title will be recorded.  If the shipment is delivered by military vehicle, a telephone call is not necessary.  In both cases, the procedures for preparing the SF‑361 should be followed as displayed in Annex 19 of this manual.


b.
Astray, Shortage, Overage, or Special Contract or Carrier Services Not Provided.  A telephone call is not required for these conditions, but the SF‑361 will be prepared and distributed in a timely fashion.

4.
Determining the Cost of a Discrepancy


a.
Cost Factors.  One action that will be taken, in almost every case, is finding out how much a discrepancy costs the Government.  To do this, the following factors should be considered:



(1) Replacement cost: This is the current price of an item.  If the price is not available, the original purchase price or estimate made by technically qualified personnel should be used.



(2) Repair cost: If the item is damaged, the cost of completely repairing it will be determined.  If actual costs are not available, the best estimate should be used.  Various methods must be used to obtain repairs and repair estimates (e.g., BMET/DET, base public work facilities, commercial companies, and the carrier).



(3) Unearned freight charges: this is money paid to the carrier that it did not earn due to a breach in contract (an in‑transit shortage or delivery of freight damaged beyond repair).  If the shipment moved on a GBL, commercial procedures for small domestic freight shipments, or FOB origin, the freight charges will be added.  However, on FOB destination‑ type shipments, the freight charges are included in the price of the merchandise and the vendor/shipper will file claim for the recovery of the in‑transit loss from the carrier.


b.
Cost Determination.  To find the cost of the discrepancy, the unearned freight charges, if any, will be added to the replacement cost.  The sum will be the cost of the discrepancy.


c.
Special Requirements.        Discrepancies valued at $100 or more ($25 or more for shipments made or directed by GSA) will require preparation of the SF‑361 in accordance with Annex 19 of this manual.

5.
Discovery of a Discrepancy

a.
Discrepancy Discovered by any Activity other than the Consignee.  If an activity other than the consignee discovers a discrepancy, the responsibilities of the discoverer and the consignee will be as described in the following paragraphs.



(1) The discoverer will be responsible for accomplishing the following tasks:




(a) The SF‑361 will be prepared by filling in block 1 and blocks 4 through 31 with all available information.  Responsibility will be indicated in block 30.  (Annex 19 contains instructions for filling out each block.)




(b) The original SF‑361 and all supporting documents will be mailed to the consignee not later than 7 days after the discrepancy is found.  One copy of all documentation will be kept on file and one copy will be mailed to the carrier (except MAC or ocean carriers).  (The copy provided to the carrier will not include attachments and will have the responsibility statement in block 30 removed.)  If overseas, a copy will also be provided to the NAVMEDLOGCOM.



(2) The consignee's responsibility commences upon receiving a SF‑361 from another activity.  The consignee will 

check to determine whether any more damage or other discrepancies have occurred to the same items.  If no additional discrepancies are found, any additional information will be added to that which is already on the SF‑361.  If other discrepancies are found, the SF‑361 received from the discovering activity will be retained for use as evidence if discrepancy is not resolved.  A new SF‑361 will be prepared in accordance with basic reporting instructions to show all discrepancies.


b.
Discrepancy Discovered by the Consignee.  If the consignee discovers the discrepancy, the SF‑361 will be prepared and distributed in accordance with the following procedures:



(1) The SF‑361 is the source document on which claims are based.  The claim has a better chance of being successful if the SF‑361 is backed up by good evidence.  Annex 18 lists items that make up this evidence.  As many items as possible should be attached to the SF‑361 to be sent to the proper claims office.  Annex 19 contains instructions for filling out the SF‑361.



(2) The original SF‑361 and all supporting documents (TDR package) will be mailed to the proper claims office or the Military Traffic Management Command (MTMC) when claim action is not indicated (e.g., DoD shipper responsibility, item astray, or overage not resolved).  One copy of the TDR package will be filed and one copy of the SF‑361 without attachments will be mailed to the proper MTMC area command.  If overseas, an additional copy will be mailed to NAVMEDLOGCOM.

6.
Responding to the RFI.  All recipients of the RFI must answer within 40 days after the date the discrepancy was discovered.  If no information can be furnished, a negative reply is required.

7.
Detailed Guidance on Reporting of Transportation Discrepancies in Shipments is provided in NAVSUPINST 4610.33 series.

7-3
Reporting of Item and

Packaging Discrepancies

1.
Report of Discrepancy (ROD), SF‑364.  (See Annex 20 for block‑by‑ block instructions on preparation.)  Rods are now submitted without regard to the value of the item or shipment for DLA managed items.


a.
Shipping/Packaging Discrepancies.  Report shipping‑type (item) or packaging discrepancies on SF‑364, ROD, NSN 7540‑00‑159‑4442. Each activity will secure the necessary supply of forms through normal channels.


b.
Transmittal Letters.  Transmittal letters or endorsements should not be used with the SF‑364.  The design of the SF‑364 is, in itself, sufficient to report discrepant conditions and direct disposition instructions.


c.
Nonreceipt of Shipment.  The SF‑364 should not be submitted for nonreceipt of shipments that were shipped by traceable means, (e.g., GBL and CBL), unless it is determined that the

nonreceipt is not a transportation‑type discrepancy, or for damaged items shipped via modes other than parcel post. Such non-receipts or damages are reportable as transportation‑type discrepancies.


d.
Billing/Accounting Adjustments. Billing and accounting adjustments for shipping‑type (item) discrepancies will be processed under DoD 4000.25‑7‑M, the Military Standard Billing System (MILSBILLS), and DoDINST 7420.12, Billing, Collection, and Accounting for Sales of Materiel from Supply System Stock.


e.
Time Limits.  Time limits for reporting discrepancies relating to contractor warranties are prescribed in individual warranty clauses and/or contracts.  These time limits override other time limits specified by this manual.


f.
Discrepancies Attributed to Shipper.  Shipping‑type (item) or packaging discrepancies attributable to or the responsibility of, the shipper (including contractors/ manufacturers or vendors) will be reported on SF‑364 by the receiving activity (transshipment activities noting packaging deficiencies on shipments in transit will prepare a SF‑364).  The purpose of the SF‑364 is to determine the cause of such discrepancies, effect corrective action, and prevent recurrence.  When both item discrepancies and packaging discrepancies are noted on the same shipment, both blocks on the top of the SF‑364 will be checked and the types of discrepancies reported.

2.
Reporting Criteria.  The SF‑364 will be submitted when one or more of the following conditions exist:


a.
Shipping‑Type (Item) Discrepancies



(1) Shipments from DoD activities, GSA supply distribution facilities, and contractors/ manufacturers or vendors will be reported when they meet the conditions cited below.  Shipments from DLA/contractors/manufacturers or vendors will be reported regardless of dollar value.  For multi‑stop shipments/deliveries, each consignee will report discrepancies pertaining only to his/her receipt.




(a) Shortages or overages occur.




(b) Erroneous materiel, unacceptable substitutes, or duplicate shipments are received.




(c) The materiel received is for cancelled (confirmed only) requisitions.  A copy of the confirmation of cancellation is required.




(d) The condition of an item is found to be other than that shown on the shipping document.




(e) The materiel is received after the shelf life has expired.




(f) The materiel is shipped to the wrong activity.




(g) Item technical data markings are missing and/or incomplete.  (These are markings on or attached to the item inside of the container, when applicable, as for certain items of equipment.)




(h) The supply documentation is missing or improperly prepared.




(i) Items reported shipped by Parcel Post are not received or are received in a damaged condition.




(j) The materiel received has been cannibalized of nonexpendable parts or components without the authorization of the inventory manager.




(k) There are product quality deficiencies relative to Grant Aid shipments.




(l) Repetitive discrepancies are observed.



(2) SF‑364 will be submitted for discrepancies (as specified in paragraph 7-3,1.), regardless of the condition that exists in materiel return shipments (excess and redistributable materiel) from CONUS and overseas activities (including returns from Foreign Military Sales (FMS) purchasers).  Discrepancies pertaining to classified materiel or protected items will be reported on SF‑364 regardless of the condition.  


When the materiel return shipments are classified as unserviceable and uneconomically repairable upon receipt, the receiving activity may, if a mechanical report capability exists, provide such reports to the shipping activity in lieu of SF‑364.  As a minimum, such reports will include materiel return document number, quantity, and explanation of condition classification.



(3) SF‑364 will be submitted for discrepancies (as specified in paragraph 7-3,1.) in shipments to and from Defense Reutilization and Marketing Activities.  The following exceptions apply:

· SF‑364 will be submitted for shipments of protected items.

· SF‑364 will not be submitted for shortages or overages found in shipments to disposal.

· SF‑364 will be submitted when repetitive discrepancies are noted.


b.
Packaging Discrepancies.  Packaging discrepancies are defined as follows (see Annex 21 for a list of typical types):

· Any unsatisfactory condition resulting from improper packaging, which causes or renders the item, shipment, or package to be vulnerable to any loss, delay or damage.  This may include loss or damage to the item, shipment or package except when an SF‑361 is required.

· Packaging discrepancies resulting in damaged materiel, which may endanger life, impair combat or deployment operations, or affect other materiel.  Such discrepancies will be reported immediately to the shipping activity, contracting office, or control point by the quickest communication medium to enable the shipper to take immediate corrective action.  The formalized SF‑364 will be transmitted by mail within 24 hours of the initial report.

· Improper identification of containers or items which require opening the container or results in improper storage of the materiel.

· Any packaging discrepancy, involving hazardous materials, including improper identification markings of items and packs of unitized loads, regardless of whether damage or other unsatisfactory condition has resulted.

· Excessive packaging by contractors resulting in additional costs to the Government.

· Packaging discrepancies involving shipments of personal property not conforming to specifications. (Packaging discrepancy reports on personal property shipments will be prepared at ocean and aerial terminals only.)

· Packaging discrepancies resulting in delay or additional packaging costs at aerial or water terminals or at Consolidation and Containerization Points (CCPs).  The activity responsible for operating the terminal or port of embarkation/debarkation will be responsible for preparing reports of discrepancies noted on shipments moving through the activity.

· Repetitive packaging discrepancies which impose a significant burden on receiving or transshipment activities.

· Materiel found in storage with latent preservation and packaging discrepancies.  Such materiel requires the preparation of a late SF‑364. 


Reports of this type should be 
confined to stocks, which constitute a 
problem resulting from a particular 
specification, preservation, or 
packaging method.  Reports relative to 
packaging discrepancies found in 
storage will be annotated "not incident 
to shipment" in remarks.

3. Submission of SF‑364.  The SF‑364 will be submitted by receiving activities and/or transshipment activities within the time standards listed below.  When extenuating circumstances prevent compliance (such as response to a tracer action reveals a supposed transportation‑ type discrepancy to be a shipping/ packaging discrepancy), the reasons for delay will be entered in item 12 and action activities will honor the discrepancy report.  All time requirements commence on the date of receipt of the shipment.

· Government/Grant Aid activities ‑ 15 calendar days.

· Contractors receiving Government furnished materiel ‑ 15 calendar days.

· Parcel Post ‑ Lost shipments from:

· Government activities ‑ 70 calendar days from date of shipment.

· Commercial sources ‑ 60 calendar days from date of shipment.

4.
Reply to SF‑364.  Where an action activity is non-responsive to an SF‑364 within the prescribed timeframe, the reporting activity will initiate follow-up action by dispatching a copy of the original SF‑364, annotated to read "FOLLOWUP," in a statement above the 

"Date" block preceded by an asterisk.  In the "Remarks" block (preceded by an asterisk), the signature, date, and DSN and complete commercial telephone number of the person submitting the follow-up will be entered.  Activities should allow for mail time for report submission before following up on a SF‑364.  Action activities will reply to SF‑364s within the following timeframes.

· Forty‑five calendar days from date of receipt of report by action activity for discrepancies associated with shipments from DoD/GSA supply and distribution systems or shipments from commercial sources.

· Fifteen additional calendar days are allowed the Military Service International Logistics Control Office when (Grant Aid) discrepancies are involved.

5.
Distribution.  Item discrepancy reports will be distributed as follows under normal circumstances.  For items requiring special handling and/or reporting, such as classified materiel or protected items, the recipient of the action copy of the item discrepancy report is responsible for additional distribution of the report as required.


a.
Other than as prescribed in subparagraph 5.a.(1)(c) and 5.a.(4)(a) below, shipments originated within DoD will be handled as described below.



(1) Interservice shipments are handled as follows:




(a) The original and one copy are sent to the shipper's Inventory Control Point/Inventory Manager (ICP/IM) as indicated in card columns 67‑69 of DD Form 1348‑1.




(b) Two copies are sent to the consignee's ICP/IM.




(c) Two copies are sent to the shipping activities.  A copy of DD Form 1348‑1, DoD Single Line Item Release/Receipt Document, or other authorized shipping document will be attached.



(2) Intraservice shipments are handled as follows:




(a) The original and one copy are sent to the shipper's ICP/IM or other appropriate accountable activity as indicated in card columns 67‑69 of DD Form 1348‑1.




(b) Two copies are sent to the shipping activities.  A copy of DD Form 1348‑1 or other authorized shipping document will be attached.



(3) Materiel returns are handled as follows:




(a) The original is sent to the shipping activity.




(b) One copy is sent to receiver's ICP or DLA DSC.



(4) Shipments to disposal are handled as described below:




(a) The original and one copy are sent to the shipping activity.  A copy of the disposal turn‑in document (DD Form 1348‑1) will be attached.




(b) One copy is sent to the shipper's ICP/IM.




(c) One copy is sent to the Defense Reutilization and Marketing Service Regional Office.



(5) For materiel procured centrally by a Military Service ICP or by a DSC, distribution will be as follows, irrespective of the point of inspection and acceptance:




(a) The original and one copy are sent to the procuring contracting officer.  A copy of the contractor/vendor shipping document is attached to the original of the SF‑ 364.




(b) Two copies are sent to the office administering the contract/purchase order, if different from the purchasing office except as otherwise prescribed in subparagraph 5.a.(7), below.  A copy of the contractor/vendor shipping document is attached to a copy of the SF‑364.




(c) When discrepant materiel is directed for return to a contractor, one copy of the SF‑364, with disposition instructions completed on reverse side, is enclosed with the shipment.  No statement, which might adversely affect the Government’s claim, will be shown on the copy returned to the contractor.



(6) Shipments originated or directed by the GSA are handled as described below:




(a) When shipment is directed by GSA from GSA Supply Distribution Facilities or from DoD depots, the original and two copies, together with GSA/DD Form 1348‑1, are sent to the GSA Discrepancy Reports Center.




(b) When an item is purchased by GSA for direct delivery from a contractor/vendor, the original and two copies are attached to a copy of the direct delivery order or vendor's shipping document and are sent to the GSA Discrepancy Reports Center.




(c) Two copies are sent to the shipping activity if it is a DoD depot.




(d) Two copies are sent to the ICP/IM of materiel for product quality deficiencies (Grant Aid) or for disposition of erroneous materiel if DoD is ICP/IM.



(7) An SF‑364 will be prepared and distributed as prescribed under subparagraph 5.a.(5) above for purchases made by DoD activities from Federal Supply Schedules of GSA open‑end contracts.  Copies of the SF‑364 will not be furnished to the GSA office administering the contract except under the following conditions:




(a) For repetitive discrepancies or in cases of dispute, which cannot be resolved between the ordering office and the supplier, two copies are sent to the GSA Discrepancy Reports Center.




(b) For product quality deficient materiel in Grant Aid shipments where GSA has provided inspection at the source, the original and two copies are sent to the appropriate GSA QA activity (coded as FQ in the MILSTRIP/ MILSTRAP Operating Procedures Manual, NAVSUP P‑437).



(8) For local purchases, distribution is the same as subparagraph 5.a.(5) above, except that two copies will be furnished to the Government inspector when inspection occurs at the point of origin.



(9) For discrepancies in shipments of IPE, distribution will be as described below:




(a) The original and three copies are sent to the Commander, Defense Industrial Plant Equipment Center, ATTN: DIPEC‑TFS, Memphis, TN 38114.




(b) Two copies of the DD 1348‑1 or other authorized shipping document will be attached.




(c) DIPEC will review all SF‑364s from the initiator and request necessary action from the consignor. Distribution will be made at the same time.  Replies from consignors will be directed to DIPEC‑TFS.  DIPEC will provide the initiator with replies from the consignor and other close‑out action.

6.
Packaging Discrepancies.  Packaging discrepancies that occur in shipments that are either originated or directed by the DoD are handled as described in the following paragraphs.


a.
Contractor/vendor shipments are handled as follows:

· The original is sent to the control point for the Service/agency having procurement responsibility.

· One copy is sent to the applicable Contract Administration Office (CAO) (block 10 of DD Form 250) with a copy of contractor/vendor shipping document attached to SF‑364. (When GSA is the CAO, this copy is sent to the GSA Discrepancy Reports Center marked: CAO copy.)

· One copy to the applicable ICP/IM. (When the GSA is the IM, this copy is sent to the GSA Discrepancy Reports Center marked:  IM copy.)


b.
DoD shipments are handled as follows:

· The original is sent to the control point with a copy of the shipping document attached to the SF‑364.

· One copy is sent to the shipping activity.

· For personal property shipments, the original is sent to the control point with a copy to the shipping installation transportation officer.


c.
Packaging discrepancies found in shipments that are either originated or directed by the GSA are handled as follows:



(1) When the shipment is directed by GSA from the GSA Supply Distribution Facilities or from DoD depots, the original and two copies, together with GSA/DD Form 1348‑1, are sent to the GSA Discrepancy Reports Center.



(2) When purchased by GSA for direct delivery from the contractor/ vendor, the original and two copies are attached to a copy of the purchase order or vendor's shipping document and are sent to the GSA Discrepancy Reports Center.



(3) Two copies are sent to the GSA Discrepancy Reports Center if a DoD depot is involved.

7-4
Medical Materiel

Complaint & Quality

Deficiency Reporting

1.
Activities Involved.  Quality deficiency reports for the following activities are forwarded to the addresses given below:

· FLEMATSUPPO 
Commanding Officer
Navy Fleet Material Support Office
Mechanicsburg, PA  17055‑0787

· NAVMEDLOGCOM 
Commanding Officer
Naval Medical Logistics Command
521 Fraim Street
Fort Detrick, MD 21702‑5015

· DSCP
Commander
Defense Supply Center Philadelphia
Directorate of Medical Material
2800 South 20th Street
Philadelphia, PA 19101‑8419

· USAMMA
Commander
U.S. Army Medical Materiel Agency
Fort Detrick, MD 21702‑5001

· AFMLO
Chief
Air Force Medical Logistics Office 
Fort Detrick, MD 21702‑5006

· DMSB
Staff Director, Defense Medical Standardization Board
Fort Detrick, MD 21702‑5013.

2.
Policy


a.
The Safe Medical Devices Act (SMDA) of 1990 established a mandatory requirement for MTFs/DTFs to report all incidents that reasonably suggest there is a probability that a medical device has caused or contributed to the death, serious injury or serious illness of a patient.  Any MTF/DTF or independent duty technician making such a determination will as soon as practical, but not later than 10 working days after becoming aware of the information, report the incident to DSCP in accordance to Section 7 below.  DSCP will serve as the single DoD focal point for the processing of medical materiel complaints, regardless of procurement source.


b.
A serious injury or serious illness is defined as follows:



(1) Life threatening.



(2) Results in permanent impair-ment of a body function or permanent damage to the body structure, or



(3) Necessitates immediate medi-cal or surgical intervention to prevent permanent impairment of a body function or permanent damage to a body structure.


c. 
Activities are required to keep records concerning medical device reports for 2 years.

3.
Classification of Medical Materiel Complaints and Defective Materiel.


a.
Type I Complaint: A medical supply, medical device or equipment item that has been determined by use or 

testing to be harmful or defective to the extent that use has caused or may cause illness or death.


b.
Type II Complaint: Materiel other than equipment that is suspected of being harmful, defective, deteriorated, or otherwise unsuitable for use.


c.
Type III Complaint: Equipment that is determined to be unsatisfactory because of malfunction, design deficiency, defect, faulty materiel, workmanship, or performance.

4.
Definition of Medical Device.


a.
A medical device is an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory, which is recognized in the Official National Formulary, or the U.S. Pharmacopeia, or any supplement to them, intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment or prevention of disease, in humans, or other animals, or intended to effect the structure or function of the body of humans or other animals, and does not achieve any of its principal intended purposes through chemical action within or on the body of humans or other animals and which is not dependent upon being metabolized for the achievement of any of its principal intended purposes.  The definition of a medical device has been expanded to include devices intended for use in the diagnosis of conditions other than disease, such as pregnancy and in vitro diagnostic products.


b.
Examples of medical devices are: anesthesia apparatus, heart valves, catheters, ventilators, defibrillators, hemodialysis machines, eyeglass lenses and frames, contact lenses, hearing aids, blood glucose monitors, thermometers, infusion pumps, wheelchairs, etc.

5.
Training.  QA/RM Officers must coordinate with the Materiel Logistics Officer, who is responsible for submission of medical materiel complaints on the SF‑380 form.  MTFs/DTFs are to educate their professional and healthcare provider staff on the requirements of the SMDA.  The training program must include facility specific reporting methods, procedures to coordinate QA/RM and medical logistics personnel, and the civil penalties for noncompliance under the SMDA.  Civil penalties provisions of the SMDA includes individual fines up to $15,000.

6.
Suspension from Issue and Use.


a.
Type I or Type II.  The entire quantity of materiel on hand will immediately be suspended from issue and use.  To protect patients from possible accidental use, all expended quantities of suspected/defective materiel will be returned to the supply storeroom to be segregated, centrally binned, and boldly marked in such a manner as to prevent issue and use.  Defective or unsatisfactory materiel carried in NSA 51000 should be transferred to condition code "J" and so reported to FLEMATSUPPO on the monthly Financial Inventory Record (FIR).


b.
Type III.  This type of materiel may be used unless the item presents a possible direct hazard (i.e., electrical shock, sharp edges, or other safety hazards).

7.
Method of Reporting.  Reports should be prepared on form SF‑380, "Reporting and Processing Medical Materiel Complaints/Quality Improvement Report" (see Annex 22 for sample), and submitted as soon as feasibly possible, but not later than 10 working days from when the activity was initially notified of the problem.  Activities are reminded that use of the SF‑380 is not limited to medical devices, but is also used for pharmaceuticals.


a.
Type I Items.  Materiel in this classification must be reported without delay by priority message or telephone call to DSCP, Directorate of Medical Materiel, with NAVMEDLOGCOM and DMSB as information addressees.  All priority messages and telephone calls must immediately be confirmed in writing by submitting the original and four copies of SF‑380 to DSCP (Attn:  DSCP‑MAM) with copies to NAVMEDLOGCOM and DMSB.  Telephone reports are made to the Emergency Supply Operations Center (ESOC), DSCP, Philadelphia, PA, (215) 737‑2112 during ESOC’s normal working hours of 0700 - 2000 EST, or to the staff duty officer (215) 737‑2341 after regular working hours.  (Caller using the DSN system should dial 444 plus extension listed above.)


b.
Types II and III Items.  The original and four copies of the SF‑380 will be sent as soon as possible, but not later 

than 10 working days from when the activity was notified of the problem, to DSCP (Attn:  DSCP‑MAM) with a copy to DMSB and NAVMEDLOGCOM.

8.
Processing Materiel Complaints.  Medical and dental materiel complaint reports are processed in the following manner:


a.
DMSB.  In coordination with DSCP, DMSB evaluates all Type I, II, and III complaints on the basis of information furnished in the report.  If additional information is required, DMSB will contact the reporting activity.  If, on the basis of professional clinical judgment, the complaint is substantiated as meeting Type I criteria, the Surgeons General of the Military Services will direct suspension from issue and use all stock worldwide pending completion of laboratory evaluation.  Suspension of stock in the Navy is generally promulgated by the following means, as appropriate:

· An ALNAV message originated by BUMED or NAVMEDLOGCOM

· A special BUMED notice

· A notice in the NMDMB

· If DMSB does not substantiate a complaint reported as Type I, the complaint is downgraded to Type II or III and passed to DSCP for action.


b.
DSCP will serve as the focal point for medical materiel complaint reporting. They will also serve as the DoD reporting entity for reporting complaint data to the FDA under the provisions of the SMDA. DSCP coordinates with DMSB and the 

FDA in the evaluation and investigation of all medical materiel complaints.  The evaluation may include requests for additional information and samples of suspended stock for laboratory testing by the manufacturer, the FDA, NIH, and military service laboratories.  If DSCP confirms any report of defective or unsatisfactory materiel, the three military service medical field offices are notified of action to be taken (e.g., suspension from issue and use, replacement under warranty, etc.).


c.
NAVMEDLOGCOM.  Complaints involving medical and dental materiel are monitored by NAVMEDLOGCOM.  If DSCP reports the need to suspend an item from issue and use and the suspension is of an urgent nature, an ALNAV will be issued.  Results of all confirmed reports and disposition actions are promulgated in the NMDMB.  If a complaint is not substantiated, NAVMEDLOGCOM notifies the reporting activity of the appropriate action to be taken.  NAVMEDLOGCOM coordinates the exchange of all Navy complaints with USAMMA and AFMLO.

9.
Samples.  When samples are required for testing and evaluation, DSCP will request quantities of the item from the reporting activity.  (Samples should not be sent unless requested.)  All requests for samples will be monitored by NAVMEDLOGCOM.  Property records will reflect transfer of equipment to the testing activity.  Disposition instructions will be provided after completion of the testing.

10. Reports and Forms.  The reporting form SF‑380, "Reporting and Processing Medical Materiel Complaints/Quality Improvement Report," is stocked in the Naval Publication and Forms Directorate at the Aviation Supply Office, 5801 Tabor Ave., Philadelphia, PA 19120 under stock number 7540‑01‑127‑0790.  Report Symbol MED 6700‑16 .

7-5
Quality Deficiency 

Reporting (QDR) For

Non-Medical Items (SF-368)

1.
Purpose.  The purpose of QDR is to support a system that will feedback quality data to activities responsible for design, development, purchasing, production, supply, maintenance, contract administration, and other functions so that action can be initiated to correct and prevent product quality deficiencies.

2.
Category I Deficiency.  This category covers product quality deficiencies which may cause death, injury, or severe occupational illness; would cause loss or major damage to a weapon system; or directly restrict the combat readiness capabilities of the using organization. Category I QDRs will be reported by message to the ICP using the SF‑368 format.  When urgency exists, QDRs may first be transmitted by oral communications but must be confirmed 

by message.  Information copies of category I reports may be submitted by the action point to any screening points of known users considered necessary to alert them to the problem.

3.
Category II Deficiency.  This category covers product quality deficiencies, which do not meet the criteria set forth in category I.  Category II QDRs will be reported by using SF‑368 (form or format) consistent with the availability of AUTODIN capability and economy.  (Only the SF‑368 will be used for reports submitted to GSA.)

4.
Supporting Documentation.  Copies of documents relating to the QDR, which facilitate the processing of the report, should be submitted as follow‑on supporting documentation.  For example, a copy of the DD Form 1348‑1, DoD Single Line Item Release/Receipt Document; DD Form 250, Materiel Inspection and Receiving Report; DD Form 1155, Order for Supplies or Services; or other shipping documents which are meaningful should be submitted with the report, when available.  The submission of photographs, test reports, or similar data as supporting documentation is also encouraged.

5.
Report Control Number (RCN).  The RCN assigned to the QDR by the originator will be referenced in all subsequent communications.  A unique alphanumeric control number will identify each report.  The structure is the DoDAAC of the originating DoD activity for six places, the calendar year for two places, and a sequential number starting 

with 0001 for each new report for four places (e.g., N52695 92 0001).  If the manufacturer is originating the report, the first place should be filled with a zero followed by the applicable CAGE code, then the calendar year and sequential number (e.g., 053862 92 0001).

6.
Completion of the SF‑368.  All available information must be provided on the SF‑368.  Block‑by‑block instructions for completion of the SF‑368 are provided on the back of the form.  A sample SF‑368 is provided as Annex 23.  If the SF‑368 is being submitted by message, the information should be provided in the same numerical sequence as the actual form.

7.
Detailed Information. Detailed information on Quality Deficiency Reports is available in SPARWARINST 4400.5 series.

Exception for Returns
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