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Software Validation 
Each manufacturer shalfestablis h and maintain a quality sys tem that is appropriate 

for the specific medical device (s) designed or manufactured, and that meets the 
requirements of this part. 21 CFR Sec. 820. 5 Quality system. 

Our Mission 

Lumina Eng inee ring provides se rvices so lutions to organizatio ns seeking to : 

Comply wit h an d benefi t from regu latory/quality sta ndard s including FDA 

regulations 21 CFR 82 0 Parts 11 ,30, and 70 and ISO standard 13485 as 

pertaining to th e creatio n and mainten ance of e lectro nic records and qua lity 

sys te ms records for the manufactu ring of medical device s. 

Improve qu ality and lower operational costs by instituting a discipl ined
 

pro ce ss focu s
 

Our Background 

Lumina Eng ineer ing was fan ned by a gro up of seaso ned indusrry pro fessiona ls 
dedi cated to applying software qu ality p rincipals. O ur management experienc e 
ensures that yo u wo rk with professionals who understand your requireme nts and 

point-of-view O ur expe rience with majo r cor po ta te d iem s provides us with the 

kn owledge and skills to design an d implement soft ware qu ality systems. Our real 

wo rld experience in softwa re q uality system standards such as ISO 9000 20 00 , 

CAMP 4, GMP (2 1 CFR 820) , ISO 13485,.D 0 178 -B, and MIL-Q 9858 & 
MIL-21G7A/21 G8 gives us the expertise to implem ent processes rhar meet 
corpo rate objectives an d comp ly with st ringen t regul atory req uirem ents . 

Software Design and Development 

After the p roject planning for the medi cal device is complete , Lumina Engineering 
assists customers with software development, test ing, change control. and software 
risk man agem en t. These services are offered with two different stru ctures depending 
on diem preferen ces and proj ect demands, eithe r as an on- site (inso urced) service or 
off-site (ourso urce d) at ou r facility. In both scenarios, we can (u ru ish necessary 
equipment or wo rk with custo mer furni shed equi pment. AJ! wo rk is perfo rm ed 
using IEEE and FDA co mp liant softwar e devel opment m eth odo logies. 

Regulatory Complian ce Planning and Support 

Based on our involvem ent in ind ustry standards based act ivities, we guide o ur 

clien ts on archi tecture and impl ementa tion pra cti ces ro integrare q ualiry prac tices 
from the pr oject incepti on . This appro ach towers the COSt of co mpli ance by 
allowing the develop ment en gineers ro un derstand compliance requirement s from 
an early stage in th e project lifecycle, thu s increasing producti vity and eliminating 

conjecture rhar often occurs from incon sisten t specifi cation of com pliance cri teria. 
Addit ionall y, w hen necessary, Lum ina Eng ineering assists w ith planning and 
str uct uring rhe software development ac tivities requ ired by the pro ject. 



Verification and VaJidation 

Tesring necessary ro verify and validate software is a 
significanr parr of Lurninas business. Lumina has 
developed extensive verification and validation expertise 
working with medical devices and systems ranging from 
FDA Class I rhrough 3. Depending on the organi­
zarional structure required by rhe client, we have 
performed these services as parr of the client project 
ream leading and in some cases suppo rring validation 
acriviries. Alrernarively, we also have the ability ro handle 
Software Verifi cation and Validation as an outsourced 
projecr activity that is performed at our facility We have 
a dedicated projecr ream that brings extensive experience 
ro managing and delivering validarion and verification 
solurions. Thi s experience delivers customer value 
rhrough more efllcienr, timely and cosr effecrive 
validation of the software environment, as well as 
increased m:lIlagemenr insighr inro the verification and 
validation processes and remediation activities, Our ream 
leaders are integrally involved with FDA validation 
requirements. This allows us ro un iformly apply 
knowledge of compliance requirements ro all testing 
activities and ensure that software development standards 
are being applied un iformly across a corporarion. 

We are corn mirted ro making software qualiry 
standards compliance cost-effective and profHable. 

Our Consulting Services 

Software Q uality Assurance cons ulting services are 
provided ro help firms meet the requ irements of 
national and global standa rds and regulat ions. O ur 
specific expertise in software and equipment validation 
ensures your quality system will be fully implemented. 
Our background in Sofrware Development result in 
processes and systems that are accurate, efficient and 
economically suppo rted. 

Industry Standards 

Lumina Engineering wo rks wirh the FDA and participates 
in standards initiatives from ISO and AAMI ro stay 
abreast and lead when possible in rhe advancement of 
software quality including: 

IEC/ISO 62304 This inrernarional standard will 
govern software developm ent and testing requirements 
for medical device software. We are currenrly balloting 
on this standard as a permanent member of the AAMI 
Software Committee. Ultimately this standard will 
supersede AAMI SW68 

AAMI Software Risk TIR T his gLlidance document is 
currently being submirred for secondary ballot ing. As a 
perrnanenr member of the AAMI SofrwJre Comm ittee, 
we will be made suggesred changes earlier [his ye;u:. This 
T IR will give guidance on rhe application of 14971 ro 
medical device software, and is anticipated ro have a 
significant industry impact. Lumina is a primary 
reviewer of rhis document. 

AAMI Qu ality Sysrem Validarion (QSV) T IR 
Luminas CEO , Sreven Girelis is currently Co-Chairing 
this commirree. T his TIR is standardizing the medical 
device indusrrys approach ro Qualiry Sysrem Validation. 

These standards guide rhe medical device industry in 
complying wirh FDA software validation regularions 
including 820.70( i), 820.30, and Parr 11. Because 
standards impact clienrs interests in very consequen tial 
ways, Lumina is often retained by our clients ro 
represent rhem in standard s activities. In addition ro 
client paid represenrarion, Lumi na also participates 
direcrly in relevan t srandards bodies and will conrinue 
ro do so inro the future. 

Software Engineering: Challenge 

Afte r tw o decades ofunf ulfilled p romises about 
p roducti vity and quality gains from applying new 
software methods and technologies, indu stry and 
government organizations are realizing that their 
f undamental problem is the inabilit)! to manage the 
software p rocess CMMISEJ- 9 1-TR-24-1. 

Our Solution 

Lum ina Engineering has rhe techni cal background ro 
help you meer the challenges ro regularory compliance, 
includ ing: 

• Program and Projecr	 • Database Implemenration 
Based Services and Validation Services 

• Sraff Augmenrat ion and	 • Parr 11 Remediat ion and 
Sraff Supplementation Impl ementat ion Services 
Services • COTS and Third Parry 

• Equ ipmenr Move and	 Software Validation 
Equ ipment Revalidation • Customer Soft ware 
Services Validarion 

• Sofrware and System 
Validat ion Planning and 
Managemenr Services 
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