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                      t’s with mixed feelings that we salute the numerous military  
and public service accomplishments of Mr. Rick  
Wolfe as he departs the US Army Medical Materiel  
Agency, National Maintenance Program  
(USAMMA, NMP) and transitions to a well- 
deserved life as a federal retiree.   Leading up to  
this significant achievement, Rick served our  
nation with distinction through dedicated  
commitment, professional resolve, and a selfless  
devotion-to-duty forged from over 42 years of  
combined federal service both as a Soldier in the  
US Army and as a US Army Medical Corps civilian.   

 

 
 
 
 
 
 
 

 
Rick Wolfe: A Legacy of Military and 

Public Service  

 

                          

                     

 

 

 

 

 

 
 US Army Medical Equipment Maintenance Specialist (1965-1973)    

Rick’s tour in the Army began in 1965.  Following completion of Advanced 
Individual Training (AIT) at Fitzsimons General Hospital, he was granted a 
208.1 Military Occupational Specialty (MOS) as a Medical Equipment 
Maintenance Specialist and assigned to the 67th Medical Depot located 
just outside Einseidlerhof, Germany.  At the 67th, Rick specialized in optical 
and dental equipment repair but through mentoring, he rapidly branched 
out to excel in other diverse areas of advanced medical-equipment support 
including but not limited to microscopes and advanced X-ray system 
technologies.  Rick returned stateside in 1968 furthering his training by 
attending a 32-week advanced maintenance course given at Fitzsimons 
General; after graduating the course in 1969 he continued on, serving as a 
maintenance staff instructor until his Enlistment Termination of Service 
(ETS) in 1973.    

 US Army Medical Corps (1973-2007)   

In 1973 Rick accepted an appointment as a federal civilian for the US Army Medical Equipment and Optical School 
(USAMEOS) located in Denver Colorado.  At this school, he served as a staff technical training instructor for 
advanced biomedical equipment repair and optical laboratory operations curricula.   

 



Volume No: MCMR-MMO-0007   
Newsletter for the Biomedical Maintenance Community  USAMMA National Maintenance Program (NMP) 

PAGE 2 of 12  2nd Half FY 2015 
 

 

In this capacity, Rick instructed Soldiers in the essentials of biomedical and optical-equipment installation, 
maintenance, repair, and calibration.  Over-and-above his duties at the USAMEOS, Rick expanded his own 
educational prospects earning an associate’s degree in biomedical equipment technology from Manitou Springs 
Community College.  

He left the USAMEOS in 1975 to work for Fitzsimons General Hospital as an equipment specialist where he oversaw 
the integration of medical equipment.  In 1977 Rick brought his talents as an equipment specialist to the USAMMA 
where he worked for what was then the National Maintenance Point (NMP) and since renamed the National 
Maintenance Program.   

Rick’s 30-year tenure with the 
USAMMA, NMP principally 
centered on assessing 
maintenance services and 
medical equipment needed for 
Table of Organization and 
Equipment (TOE) and Table of 
Distribution and Allowances 
(TDA) activities.  In direct 
support of the AMEDD, Rick 
also participated as a member 
of the joint services Power 
Generation and Electrical 
Control Group (PGECG) 
which was chartered to 
standardize power generation 
and electrical distribution 
systems across the military 
services.  Between 1980 and 
the time of his federal 
retirement in 2007, Rick 
extensively supported a US 
Army Research and 
Development Command 
(USAMRMC) feasibility 
initiative to evaluate the 
applicability, effectiveness, 
limitations, and physical durability of deployable Computed Tomography (CT)  X-ray systems in uncontrolled 
environments. Rick’s involvement included participating in the development of a test plan designed to verify post-
transportation CT suitability-of-performance under harsh climactic conditions.  His participation efforts continued 
throughout a 13-year test and evaluation period culminating in the production of a tactical-configuration CT scanner 
suitable for deployment under tough military conditions.     

Following federal retirement in 2007, Rick continued to support the USAMMA NMP as a defense contractor.  During 
this time he served as the NMP’s Test Measurement, and Diagnostic Equipment (TMDE) Manager, administered the 
TMDE-Special Purpose Preferred Item List (PIL), and contributed to the update or revision of numerous Army 
Regulations (ARs), Service Bulletins (SBs), Technical Bulletin (TBs), and Military Handbooks (MIL-HDBKs).  

At the close of April 2015, Rick sadly announced his retirement in order to focus on his family and to concentrate on 
resolving serious, unexpected health issues.  On behalf of the USAMMA, I wish to extend Rick our deepest thanks for 
the dedicated service and professionalism given to our Soldiers throughout these many years.  Please keep Rick and 
his family in your thoughts and prayers as he moves forward in his life of retirement.  Hooah!  END     
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The National Maintenance 

Program (NMP)  
Article by CW4 Wendell Johnson, Chief, USAMMA National 

 Maintenance Program (NMP) 

It’s been almost a year since I arrived here at the NMP 
and each day has been a 
great learning experience.  I 
have the pleasure of working 
with a dynamic group of folks 
that keep patient safety and 
the success of our 
biomedical maintenance 
community at the forefront of 
all that they do.   

The NMP’s extensive contributions in pursuit of 
biomedical maintenance excellence is, at its heart, 
defined by its core mission and rooted in a vision built 
on the needs of today’s Army; yet, adaptable to the 
next-generation challenges faced by the Army of 
tomorrow:           

 Mission: To provide enterprise-level medical 
maintenance analysis and policy development that 
is patient-focused, quality centric, and maximizes 
the Army’s global medical equipment sustainment 
capabilities and readiness. 

 Vision: To be the recognized leader of the DoD 
medical device maintenance community, providing 
enterprise-level maintenance operations and 
management analysis, enhancing patient safety, 
ensuring systems synergies, and supporting 
advancements in technology resulting in highly 
effective sustainment policies for both the 
acquisition process and fielded systems 
sustainment. 

Let’s take a closer look at the role played by the NMP 
in support of its organizational mission.  At present, the 
NMP has eleven major functions that detail the majority 
of its essential support tasks.  These functions range 
from regulation/data review and analysis to monitoring 
and providing oversight for Medical Materiel Quality 
Control (MMQC) messages.  The NMP additionally 
represents the Army Medical Department (AMEDD) by 
facilitating the review of all Test, Measurement, and 
Diagnostic Equipment (TMDE) requests ensuring 
compliance with existing policies.   

 

 

 

 

As a team, the NMP strives to provide consistency 
throughout the biomedical maintenance community by 
identifying capability gaps while looking for 
opportunities for improving business processes and 
policies that contribute to increased global-equipment 
readiness. 

The NMP serves the biomedical maintenance 
community by ensuring that medical maintainers are 
successful in achieving a high state of equipment 
readiness within their units.  In this capacity, the NMP 
maintains a Common Access Card (CAC) enabled 
webpage on milSuite (http://go.usa.gov/3HGDx) 
where the questions or concerns of medical 
maintainers receive clear, responsive feedback; this 
site is also a great resource for finding a wealth of 
information that can help make your job a little easier.  
So…. if you haven’t yet become a contributing 
member of the NMP milSuite page, I encourage you 
join and do your part to make our community Army 
Strong!  Remember, the answers your questions bring 
may very well help someone else.  In fact, the more 
information is shared, the more successful our entire 
community becomes.  

Finally, I wish much success to CW2 Jerry 
Schmaljohann as he moves on to West Point to 
become the new 
Chief of the 
Equipment 
Management 
Branch; he was a 
huge asset to the 
NMP team and 
will be missed.  At the same time, I want to welcome 
the arrival of MSG Shon McManus along with the 
skills and experiences he brings in support of the 
NMP’s medical maintenance mission.  

In closing, I’d like to say that I genuinely look forward 
to serving each of you and working together to 
continue to make our community a success.  END 
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Global Combat Support 

System-Army (GCSS-A) 

Conversion  
Article by Mr. Steve Johnson, Deputy, USAMMA National Maintenance 

 Program (NMP) 

The GCSS-Army program only applies to Army Table 
of Organization and Equipment (TOE) units and allows 
staff and commanders 
to support force 
commanders (whether 
in garrison or during 
military operations) by 
providing essential 
operational capabilities.  
These capabilities may 
include materiel 
management, 
maintenance 
management, property 
accountability operations, and information obtained 
from non-logistics domains such as financial systems. 

In order to implement GCSS-Army, all Standard Army 
Management Information Systems (STAMIS’) data 
must be migrated to a single database.  To accomplish 
this, data must first be functionally and technically 
cleansed prior to conversion using reconciliation, serial 
number comparison, inventory, or other relevant data-
cleansing actions.  Business practices must 
additionally undergo a thorough assessment in 
advance of data conversion to ensure they are sound.  

Wave 2 fielding began during the first quarter of Fiscal 
Year (FY) 2015 and is projected to be completed by 
the end of FY 2017.  Unit supply, property book, and 
maintenance with retail supply and tactical financial 
operations will be fully integrated under the Wave 2 
fielding initiative.  The following areas will be 
considered during the data cleansing process: 

Property Book Data Cleansing Actions 

 Reconcile catalog items between Property Book 
Unit Supply Enhanced (PBUSE), Federal Logistics 
Database (FEDLOG), and/or the Standard Study 
Number (SSN)-Line Item Number (LIN) Automated 
Management and Integrating System (SLAMIS)  

 Validate correct recording of Serial Number (S/N) 
and Registration (Reg) numbers in PBUSE  

 Validate correct recording of Chemical, Biological, 
Radiological, and Nuclear (CBRN) detector 
numbers and S/Ns in PBUSE  
 

 

 Validate the purging of any inactive Department 
of Defense Activity Address Codes (DODAACs) 
such as those attributed to previous deployments 
from PBUSE  

 Validate the purging of any inactive Unit 
Identification Codes (UICs) or derivative UICs 
such as those attributed to previous deployments 
from PBUSE  

 Validate all non-Modified Table of Organization 
and Equipment (MTOE) authorizations  

 Validate all Line Item Number (LIN)-to-SUBLIN 
relationships  

 Perform a 100% reconciliation between Supply 
Storage Activity (SSA) and Logistics Information 
Warehouse (LIW) activity registers to identify 
open, valid, and funded transactions. 

Maintenance Data Cleansing Actions 

 Reconcile non-S/N items to ensure assignment of 
equipment administration numbers  

 Reconcile S/N and Reg numbers between 
PBUSE and the Standard Army Maintenance 
System-Enhanced (SAMS-E)  

 Validate weapons systems against the Master 
Medical Data File (MMDF)  

 Perform an Army Oil Analysis Program 
(AOAP)/S/N reconciliation against equipment 
components  

 Conduct a 100% face-to-face reconciliation with 
the SSA 

 Reconcile the Overage Reparable Items List 
(ORILS)  

 Reconcile Test, Measurement, and Diagnostic 
Equipment (TMDE) S/Ns  

 Validate storage bin locations by verifying actual 
physical locations  

 Identify stockage requirements for bench and 
shop stock  

 Validate service schedules against maintenance 
significant items  

 Validate Modification Work Orders (MWOs) 
against the Modification Management Information 
System (MMIS) 

The GCSS-Army conversion process begins at Day 
(D)-360 when the Enterprise Data Management Office 
(EDMO) contacts a converting unit and begins the 
data cleansing process.   
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In addition to data cleansing, the EDMO also provides 
the converting unit with various templates designed to 
capture information outside of the databases.   

Among the most important of these GCSS-A templates 
is the Force Element (FE) Structure Template.  Refer 
to the attachment: GCSS-A Force Element Template 
Instructions for specific guidance on preparing a FE 
worksheet or access this information on milBook at 
http://go.usa.gov/3etfe.  The FE Structure Template 
identifies a unit’s place in the FE structure and its 
entire support chain up to the Department of the Army 
(DA) level.  The EDMO provides a monthly Data 
Integrity Report (DIR) indicating data problem areas 
that must be resolved to ensure a smooth conversion.  
Top conversion-problem areas include: 

 S/N errors (between property and maintenance 
records as well as incorrect serial number profiles) 

 Cataloging errors (various problems with National 
Item Identification Numbers [NIINs]) 

 National Stock Numbers (NSNs) not found in the 
GCSS-Army catalog 

 Incorrect Work Order (WO) data 

At D-240 the GCSS-Army Project Management Office 
(PMO) takes over direct contact with units.  The 
EDMO, however, continues to monitor data quality.  
From D-240, the GCSS-Army Project Manager (PM) 
works with unit data integrity through the go live date; 
prior to go live, however, the unit will enter a brownout 
period 6 days (D-6) prior to conversion.  As units 
approach data conversion, critical dates will adhere to 
the following sequence: brownout, blackout, 
conversion, and go live date. 

Unit Enters Brownout Period 6-Days Prior to 
Conversion: 

 Brownout of automated and manual 
ordering/posting to allow supply and financial 
pipeline alignment 

 Begins new equipment training period 

Unit Enters Blackout Period 6-Days Prior to Go 
Live D+6: 

 Ends all processing 
 Final data validation 
 Receipt of all Letters of Acceptance (LOA).  LOAs 

signify unit acknowledgement of successful 
account transfer from legacy systems of record to 
GCSS-Army; the new system of record 

 

 

 
In summary, this should give you a general idea of 
what your TOE unit can expect to happen in 
preparation for and execution of a successful 
conversion of legacy data to GCSS-Army.  Although 
the conversion process may not start for your unit 
until FY 16 or 17, you can begin preparing today!  
Take a close look at your unit’s data in PBUSE and 
reconcile that data against maintenance data in 
SAMS-E.  Ensure that a 100% data-match exists or 
correct all identified data-reconciliation errors; you’ll 
be happy you started early!  END 

 

Part 1: Medical and Dental 

Device Reporting  
Article by Mr. Carmine Izzo, Sr. Medical Equipment Technician,  USAMMA, National Maintenance Program (NMP)

Regardless of whether medical or dental device 
reporting is mandatory or voluntary, it fundamentally 
contributes to responsive, proactive mitigation of 
ongoing catastrophic patient risk and in doing so, 
promotes improved patient outcomes in both Table of 
Distribution and Allowances (TDA) and Modified 
Table of Organization and Equipment (MTOE) 
facilities.   

Of course, circumstances arise from time-to-time in 
which unsuitable medical/dental device conditions 
lead to devastating patient aftereffects.  Not 
surprisingly, medical equipment operators and 
maintainers of both TDA and MTOE activities play a 
vital role in reducing the effects of medical/dental 
device irregularities by monitoring and analyzing 
performance data and immediately reporting issues 
responsible for (or contributing to) death, severe 
illness, or severe injury.  

In this article, we’ll take a look at the laws, 
regulations, and guidelines that drive effective 
medical/dental device reporting and the predominant 
role device-reporting plays in risk mitigation.  We’ll 
also consider two principle Food and Drug 
Administration (FDA) medical device reporting 
methodologies, including: 
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1. Mandatory Medical Device Reports (FDA
Reporting) - Required when medical devices are
suspected as a cause or contributing factor in the
death, severe illness, or severe injury of a patient.

2. Voluntary Reports (FDA Reporting) - Used to
report medical device malfunctions likely to cause
patient death, severe illness, or severe injury.

So let’s first begin by taking a look at the Safe Medical 
Devices Act (SDMA) of 1990, Public Law (PL) 101-629 
(http://go.usa.gov/36q9F).  The SDMA was enacted by 
Congress to protect public health by ensuring that 
medical devices remain unaltered, are not misbranded, 
and are safe and effective for their intended use.1  
Mandates introduced under this act require device user 
facilities (e.g., hospitals, ambulatory surgical facilities, 
nursing homes, outpatient diagnostic facilities, or 
outpatient treatment facilities) to report any medical 
device issue suspected of causing or contributing to 
patient death; serious illness, or serious injury.  

FDA Electronic Report Submission and Tracking 
Resources (Mandatory and Voluntary Reports) 

As a result of SMDA and 21 Code of Federal 
Regulations (CFR) Part 803 reporting requirements, 
the FDA receives numerous Medical Device Report 
(MDR) submissions each year.  These reports are 
prepared and submitted by mandatory reporters (e.g., 
manufacturers, importers, and device user facilities) 
using one of two reporting methods:  

1. eSubmitter (http://go.usa.gov/36gF3), the FDA’s
electronic Medical Device Reporting (eMDR)
software tool.

2. Health Level 7 Individual Case Safety Reports
(HL7 ICSR) - HL7 ICSRs (http://go.usa.gov/36EsJ)
allow device user facilities to submit (batch or
individual quantity) MDRs in Extensible Markup
Language (XML) format using their own HL7 ICSR
complaint messaging system.  HL7 ICSR
messaging permits information extraction directly
from the mandatory reporter's database.
Information extracts are then used to automatically
generate MDRs and transmit them over the FDA’s
Electronic Secure Gateway (ESG) network.

Voluntary reporters (e.g., health care professionals, 
patients and consumers) generate non-mandatory 
reports, using the MedWatch Online Voluntary 
Reporting Form (http://go.usa.gov/36D6G). 

All device report submissions (mandatory and 
voluntary) are housed in the FDA’s Manufacturer and 
User Facility Device Experience (MAUDE) database 
(http://go.usa.gov/36gRT); a repository used to 
monitor device performance, detect potential device-
related safety issues, and support associated product 
risk assessments.2  

For more information on medical and dental device 
reporting, including mandated Defense Logistics 
Agency-Troop Support (DLA-TS) Product Quality 
Deficiency Report (PQDR) requirements governed 
under Defense Logistics Agency Regulation (DLAR) 
4155.24, refer to Part 2: Medical Device Reporting 
within this issue of FOCUS. 

Whether mandated by the SMDA, CFR, cited under 
Army regulation, or submitted voluntarily, timely 
reporting of medical device irregularities by medical 
maintainers is an important factor in reducing the 
impact of catastrophic patient risk.  The Medical 
Device Reporting Summary is an excellent 
information resource, published by FDA, that 
addresses key factors essential to medical/dental 
device reporting, including: medical/dental device 
reporting compliance, initiating events, applicable 
forms, submission point(s) of contact, and reporting 
intervals; a  copy of this summary is also available on 
the milBook website at http://go.usa.gov/3etUw.   

Additional supporting information about the SMDA, 21 
CFR 803, PQDRs, or voluntary report submissions 
can be obtained from the US Army Medical Materiel 
Agency, National Maintenance Program (USAMMA, 
NMP) by email at usarmy.detrick.medcom-usamma. 
mbx.nmp-mmqc@mail.mil; or, directly by phone at 
301-619-6648/4464/3170 (COM); 343-6648/4464/ 
3170 (DSN).   

REFERENCE SOURCES 

1 21 Code of Federal Regulations (CFR), PART 803, 
Medical Device Reporting, Subpart A, General 
Provisions, 803.1(a) 

2 Medical Device Reporting (MDR) Overview, Food 
and Drug Administration (FDA), http://go.usa.gov/ 
3AKcC  END 

http://go.usa.gov/36q9F
http://go.usa.gov/36EsJ
http://go.usa.gov/36D6G
http://go.usa.gov/36gRT
http://go.usa.gov/3AKcC
http://go.usa.gov/3AKcC
http://go.usa.gov/3etUw
http://go.usa.gov/36gF3
mailto:usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
mailto:usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
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Part 2: Medical and Dental 

Device Reporting  
Article by Mr. Carmine Izzo, Sr. Medical Equipment Technician,  USAMMA, National Maintenance Program (NMP)

In Part 1 of this important article series you learned 
about the legislative and regulatory provisions that 
govern mandatory or voluntary reporting of medical 
and dental devices.  You also learned that reporting 
fundamentally contributes to responsive, proactive 
mitigation of ongoing catastrophic patient risk.  In this 
article we’re going to continue along the same topic 
line by addressing the following fundamental guidelines 
that stipulate: 

 Mandatory reporting of medical device incidents 
resulting in patient death  

 Mandatory reporting of medical device incidents 
resulting in serious patient illness or injury  

 Mandatory annual summarization of death and 
serious illness/injury reports  

 Voluntary reporting of medical device malfunctions 
likely to cause or contribute to patient death, 
severe illness, or severe injury  

In addition, we’ll examine mandatory Product Quality 
Deficiency Report (PQDR) submissions that must be 
made to  Defense Logistics Agency-Troop Support 
(DLA-TS); these include reports of medical/dental 
device quality deficiency that may cause death, illness, 
or injury to patients and staff (Category 1 complaints); 
or, medical/dental device report submissions involving 
unsuitable-for-use quality determinations (Category 2 
complaints). 

Mandatory Device User Facility Reporting: Medical 
Device Incidents Resulting in Patient Death  

Device user facilities must report all medical device-
related incidents to the FDA and medical device 
manufacturer (if known) as soon as possible but no 
more than 10 working days from the date of incident 
awareness, when these devices are suspected to have 
caused or contributed to the death of a patient.1  
Mandatory reports must be submitted using MedWatch 
Form FDA 3500A; or, an electronic equivalent 
containing patient/device reporting information and 
approval authority cited in 21 Code of Federal 
Regulations (CFR) Part 803, Subpart A, General 
Provisions, 803.14 and 803.32.2   

 

 

 

A copy of MedWatch Form FDA 3500A can 
additionally be found on milBook at http://go.usa. 
gov/3ettY. 

Mandatory Device User Facility Reporting: Medical 
Device Incidents Resulting in Serious Patient Illness 
or Injury  

Device user facilities must report all medical device-
related incidents to the medical device manufacturer 
(if known) or FDA (only when manufacturer is 
unknown) as soon as possible but no more than 10 
working days from the date of incident awareness, 
when these devices are suspected to have caused or 
contributed to the serious illness or injury of a patient.3  

Mandatory reports must be submitted using 
MedWatch Form FDA 3500A; or, an electronic 
equivalent containing patient/device reporting 
information and approval authority cited in 21 Code of 
Federal Regulations (CFR), Part 803, Subpart A, 
General Provisions, 803.14 and 803.32.2  A copy of 
MedWatch Form FDA 3500A can additionally be 
found on milBook at http://go.usa.gov/3ettY.  

Mandatory Device User Facility Reporting: Annual 
Summary of Death and Serious Illness/Injury Reports  

Device user facilities are required to submit an annual 
report to the FDA summarizing all mandatory 
MedWatch FDA Form 3500A submissions issued 
throughout the calendar year.  Annual reports must be 
submitted on 1 January for the previous year’s 
reporting period using the Medical Device Reporting 
Annual Facility Report (Form FDA 3419); or, an 
electronic equivalent containing patient/device 
reporting information and approval authority cited in 
21 Code of Federal Regulations (CFR), Part 803, 
Subpart A, General Provisions, 803.14 and Subpart 
C, User Facility Reporting Requirements, 803.333.  
For additional information on device user facility 
annual reporting requirements, visit the FDA’s 
mandatory reporting requirements webpage (http://go. 
usa.gov/36W45) and review information furnished 
under the subheading: Device User Facility 
Reporting Requirements.  A copy of Medical Device 
Reporting Annual Facility Report (Form FDA 3419) 
can additionally be found on milBook at http://go.u 
sa.gov/3etJd. 

Voluntary Device User Facility Reporting: Device 
Malfunctions Likely to Cause or Contribute to Patient 
Death, Severe Illness, or Severe Injury  

 

 

http://go.usa.gov/3ettY
http://go.usa.gov/3etJd
http://go.usa.gov/3ettY
http://go.usa.gov/3ettY
http://go.usa.gov/36W45
http://go.usa.gov/36W45
http://go.usa.gov/3etJd
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Under circumstances in which medical device 
malfunctions are likely to cause or contribute to patient 
death, severe illness, or severe injury, reporting is 
strictly voluntary.  Device user facilities can submit 
voluntary reports under the FDA Adverse Event 
Reporting System (FAERS) using the MedWatch 
Online Voluntary Reporting Form available from the 
FDA at http://go.usa.gov/36D6G.  Detailed information 
on FARES can be obtained directly from the FDA’s 
MedWatch website at http://go.usa.gov/36wTh. 

FDA Supporting Guidance and Resources for 
Device User Facility Reporting:  

For comprehensive information and supporting 
resources on mandatory or voluntary medical device 
reporting, visit the FDA Medical Device Reporting 
(MDR) website (http://go.usa.gov/3AKcC) and click the 
How to Report a Medical Device Problem web link; or, 
visit the FDA’S MedWatch website at http://go.usa. 
gov/36wjW. 

Product Quality Deficiency Reporting 

Defense Logistics Agency-Troop Support (DLA-TS), 
under appointment from the Assistant Secretary of 
Defense (Health Affairs), serves as a focal point for 
DoD medical quality control issues.  Under this context, 
DLA-TS receives all injurious or unsatisfactory 
medical/dental device quality deficiency reports as 
categorized below.  Note that this article only 
addresses Product Quality Deficiency Reports 
(PQDRs) applicable to medical device reporting:   

 Category 1 Complaints - This category includes all 
medical/dental devices determined (by use or 
testing) to be harmful or defective; devices falling 
under this description may cause death, injury, or 
illness and can only be submitted with the 
approval of an authorized medical or dental officer.  
In addition to PQDR reporting, medical 
maintainers must take immediate steps to 
suspend continued issuance and use of the 
affected device.   

 Category 2 Complaints - This category includes all 
medical/dental devices suspected (by use or 
testing) of being harmful, defective, deteriorated, 
or unsatisfactory due to malfunction or design 
flaw.  Device faults may be attributed to defective 
materiel, poor workmanship, quality inspection 
failure, inferior performance, or any other condition 
in which medical/dental devices are otherwise 
deemed unsuitable for use. 

 

 

 

Medical maintainers are required to report 
medical/dental device quality deficiencies in 
accordance with Defense Logistics Agency 
Regulation (DLAR) 4155.24, Product Quality 
Deficiency Report (PQDR) Program, dated 20 July 
1993 (http://go.usa.gov/36wek); this is accomplished 
by completing and submitting PQDR Standard Form 
(SF) 368.  A copy of SF 368; deficiency submission 
categories, completion/submission instructions, and 
product discrepancy examples are available from the 
DLA-TS Product Quality Deficiency Report for 
Medical & Dental webpage at http://go.usa.gov/ 
36w7Y.   

Additional information on PQDR requirements can 
also be found in SB-8-75-S3, Chapter 5, Paragraph 5-
2, Medical Materiel Instructions (MMIs).   

As you can see, both mandatory and voluntary 
reporting practices help to mitigate severe health and 
safety risks attributed to medical or dental device 
anomalies of a catastrophic nature.  For a quick 
reference guide to medical/dental device reporting 
compliance, initiating events, applicable forms, 
submission point(s) of contact, and reporting intervals, 
refer to the Medical Device Reporting Summary; a 
copy of this summary is also available on the milBook 
website at http://go.usa.gov/3etUw. Additional 
information about the SMDA, 21 CFR 803, PQDRs, or 
voluntary FAERS submissions can be obtained from 
the US Army Medical Materiel Agency, National 
Maintenance Program (USAMMA, NMP) by email at 
usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@ 
mail.mil; or, directly by phone at 301-619-
6648/4464/3170 (COM); 343-6648/4464/3170 (DSN).   

REFERENCE SOURCES 

1 Safe Medical Devices Act (PL 101-629), 104 STAT. 
4511, SEC. 2. Reporting(b)(1)(A)  

2 21 Code of Federal Regulations (CFR) 803, Medical 
Device Reporting, Subpart C, Facility Reporting 
Requirements, 803.30(a)  

3 Safe Medical Devices Act (PL 101-629), 104 STAT. 
4511, SEC. 2. Reporting(b)(1)(B)  END 
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mailto:usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
mailto:usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
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Property Accountability and 

Why You Should Care 
Article by MSG Shon McManus, NCOIC, USAMMA, National 

 Maintenance Program (NMP)

Let’s take a look at property accountability and its 
direct impact on Biomedical Equipment Specialists 
(BES’) in the performance of their duties.  To begin, 
there are four aspects of property accountability that 
present a challenge to medical maintenance 
operations and influence our capacity to accomplish 
the medical-maintenance mission; these include:   

1. Identifying and locating equipment requiring repair 
or scheduled services. 

2. Performing services related to manufacturer 
modifications, recalls, or Medical Materiel Quality 
Control (MMQC) messages.  

3. Following proper procedures when evacuating 
equipment to the manufacturer, depot, or other 
support activity. 

4. Protecting and accounting for required tools as 
well as issued Test, Measurement, and Diagnostic 
Equipment (TMDE). 

It’s clear to see that each aspect of property 
accountability; and, the organizational measures/ 
contributions that supervisors, medical maintainers, 
and end users take to safeguard property 
accountability, impact medical device maintenance as 
well as associated efforts to establish a safe 
environment for patients and staff.  As a result of this 
impact, we’ll take a closer look at each specific aspect 
of property accountability along with systems currently 
in place to maximize efforts geared toward preserving 
custodial responsibility for medical equipment 
throughout each phase of the property accountability 
life cycle.  Keep in mind that the Army has developed 
tools and regulatory guidelines designed to support the 
never ending task of accounting for property.  In this 
capacity, hand receipt holders are minimally required 
to conduct annual (100%) inventories of their assigned 
equipment; in addition, Property Book Officers (PBOs) 
can, on demand, add cyclic inventories as they deem 
necessary to extend the reach of accountability as it 
applies to medical equipment and devices within the 
Army Medical Department (AMEDD) inventory.    

 

 

 

 
 

 
Medical Equipment Inventories 

As a property accountability tool, inventories provide 
an essential means of identifying missing equipment 
and inaccurate device information (e.g., serial number 
mismatches, incorrect nomenclature, etc.).1   Why is 
this important to the BES?  Let’s use a scenario 
based on a defibrillator to make this point.  In this 
scenario, a defibrillator is due for routine scheduled 
service and a Scheduled Parts Replacement (SPR) 
for batteries.   Neither the hand receipt holder nor the 
BES can locate this piece of equipment, however, so 
required services can’t be performed.   

Even though the defibrillator can’t be located, there’s 
still a good chance that it remains in circulation and 
can likely be used on patients.   But herein lies the 
problem…. in this circumstance, an un-serviced 
defibrillator still in circulation poses a direct impact on 
patient safety and potentially elevates the level of risk 
to staff.  Regardless of whether the purpose of 
medical equipment is for diagnosis or treatment, if it 
hasn’t been properly serviced by a qualified BES 
within the prescribed timeframe, it can likely lead to a 
disastrous outcome.  

Command Supply Discipline Program (CSDP) 

Another important property accountability tool is the 
CSDP; a multifunctional tool aimed at eliminating 
compliance failures that conflict with mandated 
requirements stipulated in established supply 
regulations and internal Standing Operating 
Procedures (SOPs).2    

The CSDP is a commander’s instrument down to 
company level; as such, this program provides checks 
and balances while ensuring that organizations (all 
the way down to equipment operators and hand 
receipt holders) are maintaining required 
documentation as well as accountability for supplies 
and equipment assigned to them.  The CSDP also 
places emphasized focus on any repeat findings or 
expressed areas of weakness identified in previous 
assessments.   

BES’ play a vital role in CSDP program 
implementation and provide supplemental guidance 
or training as necessary; it’s actually not uncommon 
for BES’ to share best practices that have been 
learned during the course of their medical-
maintenance careers.    
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Evacuating Medical Equipment - Preserving the 
Chain of Custody 

The evacuation of medical equipment to supporting 
maintenance activities presents further challenges 
requiring the due diligence of all involved; because 
maintenance shops regularly send their TMDE out for 
calibration and services, this represents a no-fail 
mission for the BES.   

Units responsible for evacuating medical equipment 
are required to establish procedures for preserving 
equipment accountability.  Activities are additionally 
required to obtain the shipper’s signed endorsement 
when evacuating equipment to another activity.3  
Collectively, this establishes an effective chain of 
custody that places the burden of proper medical 
equipment inventory control as well as the 
responsibility for packing and shipping (both to and 
from support activities) squarely on the senders and 
receivers.   

The importance of these evacuation processes is two-
fold; first, it forces everyone in the chain of custody to 
accept responsibility and personal liability for medical 
equipment in transition.  And second, it provides an 
auditable paper trail in the event of equipment loss or 
damage; this paper trail is essential in supporting 
government Financial Liability of Property Loss (FLIPL) 
investigations necessary to establish liability and to 
facilitate the recovery of monetary loss.  But… FLIPL’s 
are another subject altogether - - for the purpose of this 
article, just keep in mind that the FLIPL is a tool used 
by government authorities to point the finger of blame.   

Do your part in to maintain proper accountability of 
medical equipment under your charge and avoid 
getting the finger (so to speak)…   

REFERENCE SOURCES 

1 AR 710-2, Inventory Management, Supply Policy 
Below the National Level Appendix B, Table B-1 

2 AR 710-2, Inventory Management, Supply Policy 
Below the National Level Appendix B, Table B-5 

3 TB Med 750-2, Operating Guide for MTOE Medical 
equipment Maintenance, Chapter 4, Paragraph 4-7d  
END 

 
 

 

Medical Device Scheduled 

Services: Are All Your 

Supported Medical Devices 

Properly Scheduled?  
Article by Mr. Scott Harder, Sr. Biomedical Equipment Technician, 

 USAMMA National Maintenance Program (NMP)

Scheduled services are classified as one of the 
following category types and represent the bread and 
butter of the medical maintenance enterprise; when 
performed and properly documented, they serve to 
validate the readiness of effected medical devices as 
safe for patient and staff use:    

1. Inspection (INSP) - Encompasses both electrical 
safety and performance inspection actions.  
These actions include inspecting equipment for 
physical and electrical hazards and verifying 
equipment performance falls within parameters 
set forth in manufacturer specifications, Technical 
Manuals (TMs), and/or Maintenance Allocation 
Charts (MACs). 

2. Preventive Maintenance (PM) - Concerns the 
care, service, inspection, and detection of minor 
faults.  These actions include but are not limited 
to: internal and external lubrication, tightening 
nuts and bolts, replacing frayed electrical cords 
and plugs, spot painting, rust removal, etc.   

3. Calibration (CAL) - Involves comparing the 
current accuracy of a medical device to the 
known accuracy of a measurement device or 
National Institute of Standards and Technology 
(NIST) traceable standard, to detect and correct 
any deviation from manufacturer-required 
performance specifications. 

4. Scheduled Parts Replacement (SPR) - Includes 
replacing parts with a predictable life expectancy 
(e.g., door seals, filters, brakes, rubber goods, 
motor brushes, etc.) before they expire; this is 
usually based upon manufacturer 
recommendation, institutional knowledge, and/or 
experience. 

As Biomedical Equipment Specialist (BES), your 
training has prepared you with the skills necessary to 
service a vast majority of medical devices within the 
Army Medical Department (AMMED) inventory.   
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And… as many of you no doubt already know, when it 
comes to medical maintenance, the task of performing 
scheduled services often seems easy when compared 
to the challenge of preparing complete, accurate 
documentation for the scheduled services performed.   

An essential aspect of documenting scheduled 
services revolves around the key task of ensuring that 
your documentation is complete; to do this, look no 
further than your own Standard Army Medical System-
Enhanced (SAMS-E).  By running the following SAMS-
E reports, you can reconcile data to look for supported 
medical devices that are missing from the equipment 
record and improperly scheduled for services: 

 Equipment Data Major End Items - This report 
generates a density list of currently open Unit 
Identification Code (UIC) data loaded into the 
Equipment Data File (EDF); if your system has 
multiple UICs, you’ll need to run a separate report 
for each code.   

 Interface AWCMF450/452/454 Service Schedule 
- This report produces service schedules for the 
selected date range, admin number(s), and 
National Item Identification Number (NIIN) or 
Program Number (PNO).   

Once both reports have been run, compare the 
Interface AWCMF450/452/454 Service Schedule report 
against the Equipment Data Major End Items report 
and look for missing devices improperly scheduled for 
services.  Device records missing from the Interface 
AWCMF450/452/454 Service Schedule report will 
require you to schedule the device for services in the 
Equipment | Equipment Management module.  All 
medical devices listed on the MMDF should at 
minimum have an annual service scheduled.  You 
should additionally review Property Book (PB) 
inventory to make sure all devices are specified in the 
SAMS-E Equipment Data Major End report. 

As a medical maintainer, it’s vital that you properly 
perform and document the scheduled services of all 
supported medical devices.  A thorough comparison of 
SAMS-E Equipment Data Major End Items and 
Interface AWCMF450/452/454 Service Schedule 
reports will assist you in identifying supported medical 
devices missing from the equipment record and 
improperly scheduled for services.   

 

 

 

 

 

It’s also important to update equipment records with 
scheduled services performed and next services due 
dates, to validate scheduled 
services performance; and, to 
support the accuracy of unit 
readiness reporting - - Is your 
unit really operating at a 
100% readiness level?  
So…. now is the time to 
validate equipment records 
and perform your scheduled 
services updates.  If you have any questions on how 
to pull SAMS-E reports or update the equipment 
record, refer to tutorials located under the 
Documentation/Tutorial/CBT tab of your SAMS-E.  
For guidance, contact the US Army Medical Materiel 
Agency, National Maintenance Program (USAMMA, 
NMP) by email at usarmy.detrick.medcom-usamma. 
mbx.nmp-mmqc@ mail.mil; or, directly by phone at 
301-619-6648/4464/3170 (COM); 343-6648/4464/ 
3170 (DSN).  END 

 
 
 
 
 

 
 

mailto: usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
mailto: usarmy.detrick.medcom-usamma.mbx.nmp-mmqc@mail.mil
http://www.afbiomedsociety.org/
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DEPARTMENT  OF HEALTH AND HUMAN SERVICES 


FOOD AND DRUG ADMINISTRATION 


 


 


CDRH Medical Device Reporting 


P.O. Box 3002 


Rockville, MD 20847-3002 


MEDICAL DEVICE REPORTING 


ANNUAL USER FACILITY REPORT 


OMB:  0910-0437 


Exp. Date: 8/31/2015 


PART 1 - COVER SHEET 


If MDR reports were not submitted to either the FDA or a device manufacturer during this reporting period, DO NOT submit an 


annual report. 


PART 1 INSTRUCTIONS 


Complete one copy of the following information as a cover page for the annual report and return to the address listed 


above. This report should NOT include reports that are not required but have been submitted voluntarily. 


1. REPORT PERIOD 
 


JAN - DEC      
Y    Y    Y    Y 


2. USER FACILITY ID (HCFA OR FDA PROVIDED NUMBER) 


3. USER FACILITY INFORMATION 4. USER FACILITY CONTACT INFORMATION 


a. Name a. Name 


b. Street Address b. Street Address 


c. City d. State e. ZIP Code c. City d. State e. ZIP Code 


f. Country/Postal Code (if not U.S.) f. Country/Postal Code (if not U.S.) 


g. Telephone Number (Include area code and extension) 


( ) 


5. TOTAL NUMBER OF REPORTS ATTACHED OR SUMMARIZED      


 


a. Lowest Report Number    -   -    
(HCFA or FDA Provided No.) (Year) (Sequence No.) 


 


b. Highest Report Number    -   -    
(HCFA or FDA Provided No.) (Year) (Sequence No.) 


For  each  report  in  the  range  of  report  numbers  listed  above,  attach  a  completed  copy  of  Part  2  of  this  form,  or  a  photocopy  of  the  completed 


MedWatch FDA Form 3500A for the event that was sent to FDA and/or the manufacturer. In addition, attach a sheet listing report numbers in the 


above range that are not included in this report and explain why. 


6. SIGNATURE OF CONTACT 7. DATE OF REPORT 


  /  /    
M   M    D    D Y    Y    Y    Y 


This section applies only to the requirements of the Paperwork Reduction Act of 1995. 


***DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*** 


The public reporting burden time for this collection of information is estimated to average 1 hour per response, including the time to review instructions, 


search existing data sources, gather and maintain the data needed and complete and review the collection of information. Send comments regarding this 


burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to: 
 


Department of Health and Human Services An agency may not conduct or sponsor, and a person is not 


Food and Drug Administration  required to respond to, a collection of information unless it 


Office of Chief Information Officer  displays a currently valid OMB control number. 


Paperwork Reduction Act (PRA) Staff 


PRAStaff@fda.hhs.gov 


FORM FDA 3419  (10/14) PAGE 1 (Continue on Page 2, if necessary) PSC Publishing Services (301) 443-6740     EF 



mailto:PRAStaff@fda.hhs.gov

mailto:PRAStaff@fda.hhs.gov

mailto:PRAStaff@fda.hhs.gov

mailto:PRAStaff@fda.hhs.gov

mailto:PRAStaff@fda.hhs.gov





FORM FDA 3419  (10/14) PAGE 2 (Continue on a separate sheet, if necessary) 


MEDICAL DEVICE REPORTING 


ANNUAL USER FACILITY REPORT 


PART 2 - SUMMARY OF EVENT 


PART 2 INSTRUCTIONS 


If  photocopies  of  previously  submitted  FDA  Form  3500A  (MedWatch)  are  not  provided  for  each  MDR  reportable 


event, complete one copy of the following for each MDR report submitted to FDA and/or the manufacturer during the 


calendar year covered by this Annual Report. 


1. USER FACILITY EVENT REPORT NUMBER 


 


  -   -    
(HCFA or FDA Provided No.) (Year) (Sequence No.) 


2. WHERE WAS REPORT SUBMITTED? (Check all that apply) 


 


FDA Manufacturer Distributor Other    


3. MANUFACTURER INFORMATION 4. DEVICE INFORMATION 


a. Name a. Brand Name 


b. Common Name 


b. Street Address 


c. Model Number 


c. City d. State e. ZIP Code d. Serial Number 


e. Lot Number 


f. Country/Postal Code (if not U.S.) 


f. Catalog Number 


5. BRIEF DESCRIPTION OF EVENT 








3. Enter DoDAAC 4. DATE DEFICIENCY 


WAS DISCOVERED 


10a. CONTRACT NUMBER 


12. DATE RECEIVED, MANUFACTURED, 


REPAIRED, OR OVERHAULED 


7a. MANUFACTURER OR REPAIR DEPOT / CITY / STATE 


9. SERIAL, LOT, OR BATCH NUMBER  


Serial #: Unknown 


 


Lot #: N/A 


Batch #: 


Original Equipment 


New Replacement Repaired 


Date Received: 


Date Repaired: 


Date Manufactured: 


Date Overhauled: 


a. RECEIVED 


(1) END ITEM NSN TYPE / MODEL / SERIES 


(1) NHA NSN 


18. ESTIMATED REPAIR COST 


(2) NHA NOMENCLATURE 


19a. ITEM UNDER WARRANTY 


 
YES NO UNKNOWN 


(3) NHA PART 


NUMBER 


19b. WARRANTY EXPIRATION DATE 


a. END ITEM 


b. NEXT HIGHER 


ASSEMBLY (NHA) 


Overhauled 


11. ITEM 


15. QUANTITY 


17. DEFECTIVE ITEM UNIT COST 


20. END ITEM TAM 


HOLDING EXHIBIT FOR 30 DAYS RELEASED FOR INVESTIGATION RETURNED TO STOCK DISPOSED OF REPAIRED OTHER (Explain in Block 22) 
 


22. DESCRIPTION OF THE DEFECT (Describe in detail what is wrong, circumstances prior to the difficulty, probable cause, any action taken, recommendations. 


Attach copy of supporting documents. Continue on separate sheet if necessary) 


23. LOCATION OF DEFICIENT MATERIAL (e.g. Base, Camp, Station) 


368-102 


NSN 7540-00-133-5541 


STANDARD FORM 368 (REV. 6/2007) 


GENERAL SERVICES ADMINISTRATION 


(FPMR 101 – 26.8) 


$ $ 


16. 


DEFICIENT 


ITEM 


WORKS 


ON/WITH 


5. DEFECTIVE ITEM NATIONAL    6. DEFECTIVE ITEM NOMENCLATURE 


STOCK NUMBER (NSN) 


7b. MANUFACTURER'S   7c. SHIPPER / CITY / 


CAGE CODE STATE 


10b. PURCHASE ORDER 


NUMBER 


13. OPERATING TIME AT 


FAILURE 


Initial 


Hours: 


Cycles: 


Days: 


Miles: 


Rounds: 


b. INSPECTED c. DEFICIENT d. IN STOCK 


(2) END ITEM SERIAL NUMBER 


(4) NHA SERIAL NUMBER 


14. GOVERNMENT FURNISHED MATERIAL 


YES NO 


10c. REQUISITION 


/ DOCUMENT 


NUMBER 


10d. GBL NUMBER 


8. DEFECTIVE ITEM 


PART NUMBER 


PRODUCT QUALITY DEFICIENCY REPORT 
Category I 


Info Only   PQDR     Repairable Item? 


2a. TO (PQDR Screening Point) 


Category II 


1a. FROM (Original Office Mailing Address) 


1b. ORIGINATOR NAME, PHONE NUMBER & E-MAIL ADDRESS 


MMO NAME, PHONE NUMBER & E-MAIL ADDRESS 


1c. DATE SUBMITTED 2c. DATE 2b. NAME, TELEPHONE NUMBER & E-MAIL 


ADDRESS 


21a. ACTION REQUESTED (Select only one value) REPLACEMENT REPAIR CREDIT OTHER (Explain in Block 22) 


21b. CURRENT DISPOSITION OF DEFECTIVE ITEM (the Exhibit) (Select only one value) 







INSTRUCTIONS 


1a. FROM (Originating Office Mailing Address) – Complete name of 


activity   (no   acronyms   when   sending   deficiency   report   across 


component  lines),  activity  address  code  (ACC)  mailing  address 


including zip code of the activity originating the report. 


1b. ORIGINATOR  NAME, PHONE  NUMBER & E-MAIL ADDRESS 


–   Provide   name,   telephone   number   (including   all   available 


telephone  numbers;  FTS;  Autovan,  and  commercial)  and  email 


address of an individual who can serve as a contact for questions 


regarding the report and/or to request exhibits or samples. 


1c.   DATE   SUBMITTED   –   Enter   date   report   was   signed   and 


forwarded to the screening or action point. 


2a.   TO   (PQDR   Screening   Point)   –   The   originating   point   will 


complete name of the screening point activity (no acronyms  when 


deficiency  report  will  be  including  zip  code  of  the  screening  point 


where  the  report  needs  to  be  sent  by  the  originator's  activity.  For 


those activities that do not have screening points, leave blank. 


2b.  NAME,  TELEPHONE  NUMBER  AND  E-MAIL  ADDRESS  – 


Nothing follows. 


2c. DATE – Enter the date the person finished processing the report 


at the screening point. 


3.  REPORT  CONTROL  NUMBER  –  Number  assigned  to  report 


when  a  numbering  system  is  used.  Those  activities  which  are 


reporting  quality  deficiencies  across  component  lines  and  are  to 


comply  with  the  DLA  Regulation  4155.24  should  reference  


the report control number as prescribed in the regulation. 


7a.  MANUFACTURER  OR  REPAIR  DEPOT  /  CITY  /  STATE  – 


Name   of   the   manufacturer,   the   maintenance   contractor,   


or Government activity which last repaired or overhauled the 


deficient item.  For  motor  vehicles  or  components  thereof,  enter  


name  of manufacturer of the vehicle or component, as appropriate. 


7b. MANUFACTURER'S CAGE CODE – Code of the manufacturer 


as  listed  in  Cataloging  Handbook  H4.1  (Name  to  code),  Federal 


Supply Code for manufacturer (United States and Canada). 


7c.  SHIPPING  /  CITY  /  STATE  –  When  the  shipper  of  an  item  is 


different   from   the   manufacturer,   also   include   the   shipper's   or 


suppliers name. 


9. SERIAL / LOT / BATCH NUMBER – Manufacturer's serial, lot, or 


batch number of deficient items as applicable. 


10a. CONTRACT NUMBER – Enter contract number. 


10b.   PURCHASE   ORDER   NUMBER   –   Enter   purchase   order 


number. 


10c.  REQUISITION  /  DOCUMENT  NUMBER  –  Enter  requisition 


and/or number. 


10d. GBL NUMBER – Nothing follows. 


11.ITEM   –   Check   the   appropriate   bock;   provide   the   dates 


manufactured and received in Block 12, if available. 


12.DATE    RECEIVED,    MANUFACTURED,    REPAIRED,    OR 


OVERHAULED – Nothing follows. 


13.  OPERATING  TIME  AT  FAILURE  –  Time  item  had  been  in 


operation  since  new,  overhauled,  or  repaired  when  the  deficiency 


was discovered, citing the appropriate performance element (miles, 


cycles, hours etc.). 


15a.  QUANTITY  RECEIVED  –  Enter  the  total  number  of  items  or 


parts received. 


15b.  QUANTITY  INSPECTED  –  Enter  the  total  number  of  items 


inspected. 


15c. QUANTITY DEFICIENT – Enter the quantity found deficient of 


those inspected. 


15d. QUANTITY IN STOCK – Enter the quantity of material from the 


same manufacturer remaining in stock. 


17.DEFECTIVE  ITEM  UNIT  COST  –  Dollar  value  of  the  deficient 


item when known. Not applicable on reporting vehicles to GSA. 


18.ESTIMATED  REPAIR  COST – Unit cost times number of units 


for replacement or estimated repair costs (including overhead) times 


number of units for correcting all the deficient items reported when it 


can readily be determined.  Not applicable  on reporting vehicles to 


GSA. 


19a.  ITEM  UNDER  WARRANTY  –  Check  if  item  is  known  to  be 


covered by contractor warranty. If yes, provide expiration date. 


19b.  WARRANTY  EXPIRATION  DATE  –  Provide  the  date  the 


warranty is set to expire. 


20. END ITEM TAM – Nothing follows. 


21a.  ACTION  REQUESTED  (Select  only  one  value)  –  A  check  in 


the  appropriate  block  to  indicate  the  action  taken  or  requested. 


Reporting  activities  are  reminded  that  the  packaging,  packing  and 


shipping containers are to be held along with the exhibits to facilitate 


investigation. When none of the items indicate the actions taken or 


requested,  check  "OTHER"  and  identify  the  nature  of  the  action 


taken or requested in item 22. 


21b. CURRENT DISPOSITION OF DEFECTIVE ITEM (the Exhibit) 


(Select  only  one  value)  –  A  check  in  the  appropriate  block  to 


indicate the action taken or requested. When an exhibit or sample is 


being held, indicate the number of days in the space provided. (An 


exhibit or sample shall be held for a minimum of 30 calendar days 


from  date  the  report  is  transmitted  to  the  action  point.  ACO  will 


instruct disposition of the item. When none of the items indicate the 


actions taken or requested, check "OTHER" and identify the nature 


of the action taken or requested in item 22. 


22.DESCRIPTION  OF  THE  DEFECT  (describe  in  detail  what  is 


wrong,  circumstances  prior  to  the  difficulty,  probable  cause,  any 


action   taken,   recommendations.   Attach   copies   of   supporting 


documents.  Continue  on  separate  sheet  if  necessary.)  –  Nothing 


follows. 


23.LOCATION  OF  DEFICIENT  MATERIAL  (e.g.  Base,  Camp, 


Station) – Nothing follows. 


STANDARD FORM 368 (REV. 6/2007) BACK 





		Untitled










Global Combat Support System – Army (GCSS-Army) 
Wave I 


 
FE Template Instructions 







Instructions: Force Element (FE) Worksheet 


WHAT: 


 The Force Element (FE) Worksheet is utilized by GCSS-Army to build the customer base of the 


SSA. 


 The FE structure is populated with data elements from US Army Logistics Support Activity 


(LOGSA) and the Defense Readiness Reporting System-Army (DRRS-A). 
WHO: 


 The Accountable Officer, Resource Managers, and DODAAC Coordinators should collaborate to 


complete this template. 
WHY: 


 Any and all customer units supported by the SSA must be accurately reflected within the template 


in order for the customer unit to be able to requisition supplies. 
WHEN: 


 The FE template is generated and provided to the Unit (AO, DODAAC Coordinator and RMs 


controlling the budget of any/all customer units) at D-180. 


 The template is due back to the COI at D-130 in order to begin the initial structure build of the 


converting SSA. 


 Changes may occur, if necessary, up until D-75.  Changes occurring after D-75 must be approved 


and endorsed by an 0-6 or equivalent. 
HOW: 


 
Step 1: Review all data elements and ensure all required cells have appropriate data. Ignore UIC cells 2 


thru 10. If a change to the primary UIC is required, the data team will produce the remaining UIC 


hierarchies.  Do not modify or sort sheet in any way to disrupt original format. 


 


Step 2: Address all highlighted cells. Highlighted cells are indications of errors. An explanation to each 


error is provided by scrolling your mouse over the highlighted cell. 


 


Step 3: Address all highlighted cells by providing accurate information. Change the highlighted cells font 


to green; identifying the desired information you want in GCSS-Army. 


 


Step 4: Highlight the entire row red for any data you do not want to migrate to GCSS-Army. Also write 


delete at the end of the row. 


 


Step 5: Any additional DODAACs you wish to add needs to be provided on the last row in green 


font. If the DODAAC hasn’t fully populated in LOGSA, the DODAAC will not be added until all data 


elements can be populated. 


 


Step 6: Submit the completed FE structure to the COI by D-130 for onward forwarding to the Data Team. 


 
 


NOTE: The only authorized DoDAACs are Army DoDAACs. Please refer to the DoDAAC Assignment 


Logic located at http://www2.dla.mil/j- 
6/dlmso/programs/committees/dodaad/documents/DoDAAC_Assignment_Logic.docx 
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Instructions: Force Element (FE) Worksheet 


Green font = Change the 


data to reflect the new 


data entered here. 


Cells Highlighted in yellow identify 
errors with a DODAAC on the 
customers structure. There are 
comments associated with each 
highlighted cell which give an 
explanation to each error. 


 


 


Figure 1: Initial FE Structure (D-180) 


Red Highlighting= Delete from the 
listing. Do not migrate data into GCSS- 


Army. 


Figure 2: Corrected FE Structure 
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MEDICAL DEVICE REPORTING SUMMARY 


Reporting  
Compliance 


Initiating  
Event 


Form Title  
(Number) 


Submission 
Point(s) of Contact 


Reporting  
Interval 


Mandatory 
Medical-Device 
Related Patient Death 


MedWatch (FDA 
Form 3500A) 


FDA AND Medical 


Device Manufacturer 


As soon as possible 
but no more than 10 
working days from 
date of incident 
awareness, when 
device is suspected 
to have caused or 
contributed to patient 
death. 


Mandatory 
Serious Medical-
Device Related  
Patient Illness or Injury 


MedWatch (FDA 
Form 3500A) 


Medical Device 
Manufacturer OR 
FDA (only when 
manufacturer is 
unknown) 


As soon as possible 
but no more than 10 
working days from 
date of incident 
awareness, when 
device is suspected 
to have caused or 
contributed to 
serious patient 
illness or injury. 


Mandatory 


Annual Summary of 
Medical-Device 
Related Patient Death 
and Serious 
Illness/Injury Reports 


Medical Device 
Reporting Annual 
User Facility Report 
(FDA Form 3419) 


FDA 


Submission due on 1 
January for prior 
year’s annual 
reporting period. 


Mandatory 


Category 1 
Complaints: Harmful 


or defective 
medical/dental devices 
that may cause death, 
injury, or illness. 


Category 2 
Complaints: medical/ 


dental devices 
suspected of being 
harmful, defective, 
deteriorated, or 
unsatisfactory due to 
malfunction/design 
flaw. 


Product Quality 
Deficiency Report 
(SF 368)  


DLA-TS 
Immediately 
following initial 
complaint discovery.  


Voluntary 


Medical device 
malfunctions likely to 
cause patient death, 
severe illness, or 
severe injury. 


MedWatch Online 
Voluntary Reporting 
Form 


FDA 


In accordance with 
device user facility 
Standing Operating 
Procedures (SOPs). 


Sources: SMDA (1990), SEC. 2. Reporting(b)(1)(A)/(B); 21 CFR, Subpart C, 803.30(a); SB-8-75-S3 Chapter 5 (Paragraph 5-2) 


 


 








Form Approved: OMB No. 0910-0291, Expires: 6/30/2015 
See OMB statement on reverse. 


U.S. Department of Health and Human Services 
Food and Drug Administration 


MEDWATCH 
FORM FDA 3500A (2/13) 


For use by user-facilities, 
importers, distributors and manufacturers 


for MANDATORY reporting 


P
L


E
A


S
E


 T
Y


P
E


 O
R


 U
S


E
 B


L
A


C
K


 I
N


K
 


Submission of a report does not constitute an admission that medical 
personnel, user facility, importer, distributor, manufacturer or 
product 


Reset Form 


Page 1 of    


caused or contributed to the event. 


Mfr Report # 


UF/Importer Report # 


FDA Use Only 


C. SUSPECT PRODUCT(S) 


1. Name (Give labeled strength & mfr/labeler) 
 


#1 


 


#2 


2. Dose, Frequency & Route Used 


 
#1 


 


#2 


3. Therapy Dates (If unknown, give duration) 
from/to (or best estimate) 


#1 


 


#2 


4. Diagnosis for Use (Indication) 
 


#1 


 


#2 


5. Event Abated After Use 


Stopped or Dose Reduced? 


#1 Yes No Doesn't 
Apply 


#2 Yes No 
Doesn't 
Apply 6. Lot # 


 


#1 


 


#2 


7. Exp. Date 
 


#1 
   


#2 


8. Event Reappeared After 


Reintroduction? 


#1 Yes No Doesn't 
Apply 


#2 Yes No 
Doesn't 
Apply 


9. NDC# or Unique ID 


10. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) 
 


 


 


 


 
 


(Continue on page 3) 


D. SUSPECT MEDICAL DEVICE 


1. Brand Name 


2. Common Device Name 2b. Procode 


3. Manufacturer Name, City and State 


4. Model # Lot # 
5. Operator of Device 


Health Professional 


Lay User/Patient 


Other: 


Catalog # Expiration Date (mm/dd/yyyy) 


Serial # Unique Identifier (UDI) # 


6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy) 


8. Is this a Single-use Device that was Reprocessed and Reused on a Patient? 


Yes No 


9. If Yes to Item No. 8, Enter Name and Address of Reprocessor 


10. Device Available for Evaluation? (Do not send to FDA) 


Yes No Returned to Manufacturer on:    
(mm/dd/yyyy) 


11. Concomitant Medical Products and Therapy Dates  (Exclude treatment of event) 
 


 


 


(Continue on page 3) 


E. INITIAL REPORTER 


1. Name and Address 


Phone # Email Address 


2. Health Professional? 


Yes No 


3. Occupation 4. Initial Reporter Also Sent 
Report to FDA 


Yes No Unk. 


A. PATIENT INFORMATION 


1. Patient Identifier 
 


 


 


 


In confidence 


2. Age at Time 


of Event: 


or    


Date 


of Birth: 


3. Sex 


Female 


Male 


4. Weight 
 


       lbs 


or 


     kgs 


B. ADVERSE EVENT OR PRODUCT PROBLEM 


1. Adverse Event and/or Product Problem (e.g., defects/malfunctions) 


2. Outcomes Attributed to Adverse Event 
(Check all that apply) 


Death: Disability or Permanent Damage 


(mm/dd/yyyy) 


Life-threatening Congenital Anomaly/Birth Defect 


Hospitalization - initial or prolonged Other Serious (Important Medical Events) 


Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


3. Date of Event  (mm/dd/yyyy) 4. Date of This Report  (mm/dd/yyyy) 


5. Describe Event or Problem 
 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 
 


(Continue on page 3) 
6. Relevant Tests/Laboratory Data, Including Dates 
 


 


 


 


 


 


 


 


 


 


 


 


 


(Continue on page 3) 
7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, 


race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) 
 


 


 


 


 


 


 


 


 


 


 


 


 


(Continue on page 3) 







FDA USE ONLY 


C 


MEDWATCH 
FORM FDA 3500A (2/13) (continued) 


Reset Form 


Page 2 of    


Please DO NOT RETURN this form to the above PRA Staff email address. collection of information, including suggestions for reducing this burden to: 


Department of Health and Human Services 


Food and Drug Administration 
Office of Chief Information Officer 


Paperwork Reduction Act (PRA) Staff 


PRAStaff@fda.hhs.gov 


This section applies only to requirements of the Paperwork Reduction Act of 1995.   The 


public reporting burden for this collection of information has been estimated to average 66 minutes 


per response, including the time for reviewing instructions, searching existing data sources, 


gathering and maintaining the data needed, and completing and reviewing the collection of 


information. Send comments regarding this burden estimate or any other aspect of this 


OMB Statement: "An agency may not 


conduct or sponsor, and a person is not 


required to respond to, a collection of 


information unless it displays a currently 


valid OMB control number." 


F. FOR USE BY USER FACILITY/IMPORTER  (Devices Only) 


1. Check One 


User Facility Importer 


2. UF/Importer Report Number 


3. User Facility or Importer Name/Address 


4. Contact Person 5. Phone Number 


6. Date User Facility or 
Importer Became 
Aware of Event (mm/dd/yyyy) 


7. Type of Report 
 


Initial 
 


Follow-up #     


8. Date of This Report 
(mm/dd/yyyy) 


9. Approximate 
Age of Device 


10. Event Problem Codes (Refer to coding manual) 
 


Patient 


Code 


Device 


Code 


11. Report Sent to FDA? 
 


Yes     
(mm/dd/yyyy) 


No 


12. Location Where Event Occurred 


Hospital Outpatient 
Diagnostic Facility 


Home 
Ambulatory 


Nursing Home Surgical Facility 


Outpatient Treatment 
Facility 


Other:    
(Specify) 


13. Report Sent to Manufacturer? 
 


Yes     
(mm/dd/yyyy) 


No 


14. Manufacturer Name/Address 


G. ALL MANUFACTURERS 
1.  Contact Office (and Manufacturing Site for Devices) 2. Phone Number 


Name 


3. Report Source 
(Check all that apply) 


Foreign 


Study 


Literature 


Consumer 


Health Professional 


User Facility 


Company 
Representative 


Distributor 


Other: 
 


 


 


 


 


 


 


 


 


   


Address 


Email Address 


4. Date Received by 
Manufacturer (mm/dd/yyyy) 


5. (A)NDA 


# 


IND # 


BLA # 


 


PMA/ 
510(k) # 


Combination 
Product Yes 


Pre-1938 Yes 


OTC Product Yes 


6. If IND, Give Protocol # 


7. Type of Report 


(Check all that apply) 


5-day 30-day 


7-day Periodic 


10-day Initial 


15-day Follow-up #    


9. Manufacturer Report Number 8. Adverse Event Term(s) 


H. DEVICE MANUFA TURERS ONLY 


1. Type of Reportable Event 


Death 


Serious Injury 


Malfunction 


2. If Follow-up, What Type? 


Correction 


Additional Information 


Response to FDA Request 


Device Evaluation 


3. Device Evaluated by Manufacturer? 


Not Returned to Manufacturer 


Yes Evaluation Summary Attached 
 


No (Attach page to explain why not) or 
provide code: 


4. Device Manufacture Date 
(mm/yyyy) 


5. Labeled for Single Use? 


 


Yes No 


6. Event Problem and Evaluation Codes (Refer to coding manual) 


Patient 


Code 


Device 


Code 


Method 


Results 


Conclusions 


7. If Remedial Action Initiated, Check Type 
 


Recall Notification 


Repair Inspection 


Replace Patient Monitoring 
 


Relabeling Modification/ 
Adjustment 


Other: 


8. Usage of Device 


Initial Use of Device 


Reuse 


Unknown 


9. If action reported to FDA under 
21 USC 360i(f), list correction/ 
removal reporting number: 


10. Additional Manufacturer Narrative and / or 11. Corrected Data 



mailto:PRAStaff@fda.hhs.gov





(CONTINUATION PAGE) 


For use by user-facilities, 
importers, distributors, and manufacturers 


for MANDATORY reporting 


Page 3 of   


Reset Form 


MEDWATCH 
FORM FDA 3500A (2/13) (continued) 
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B.5. Describe Event or Problem (continued) 


B.6. Relevant Tests/Laboratory Data, Including Dates (continued) 


B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued) 


Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C.10 and/or D.11; please distinguish) 


Other Remarks 











