
Bringing Nadcap to the 
Medical Industry
MedAccred stands to plug a longstanding hole in medical 
industry standards, and it’s growing in popularity.
Alex Cannella, News Editor

The medical device industry 
today has numerous stan-
dards and regulations to fol-
low, most notable amongst 
them being ISO 9001 and ISO 
13485. However, these requirements 
have a shared blind spot: critical pro-
cesses (heat treating, sterilization, 
etc.). In the medical industry, all of the 
standards and audits suppliers need 
to adhere to focus on general system 
quality. If the critical processes aren’t 
being looked at equipment can still fail 
because of poor craftsmanship.

“When you look at what the general 
auditing profile requirements have 
been in the industry, they have mostly 
focused on doing quality management 
system audits,” Ravi Nabar, head of 
supplier quality assurance at Philips, 
said. “What those audits don’t neces-
sarily do, is actually probe deeply into 
the technical aspects of critical man-
ufacturing processes that affect the 
quality of the product that’s coming off 
of those manufacturing lines.”

Matters are compounded by the fact 
that every OEM is responsible for au-
diting their suppliers, and there are 
so many different companies running 
audits that the regulation process can 
start getting in the way of production. 
Some suppliers do audits on such a 
regular basis that they have a team of 
staff whose sole job is to handle them.

“Right now, we can have several 
quality system audits from different 
medical facilities in any given month,” 
Ed Engelhard, vice president of corpo-
rate quality at Solar Atmospheres, said. 
“They all cover the same exact ground. 
It’s usually ISO 13485 or 9001 based. 
We’re already registered to 9001, al-
though we’re not 13485. But the focus 
seems to be whatever the pet concern 

for that organization is, and we have 
to devote valuable resources to prov-
ing over and over again that we are es-
sentially in compliance with require-
ments. And that’s on top of already 
having a 9001 registration.”

The situation is complicated and less 
than ideal for OEMs, as well. The medi-
cal device industry has seen a shift to-
wards globalization and has numerous 
small suppliers applying their trade in 
the market. While OEMs can vet their 
first tier suppliers, it’s much harder, if 
not impossible, for them to ensure the 

same level of quality is being main-
tained all the way down the supply line 
to third or fourth tier suppliers.

“We’re in a place where there’s a lot 
of outsourcing going on,” Nabar said. 
“There’s a lot of globalization, and yet 
the quality of what we actually put in 
the hands of our patients and custom-
ers is critical to the health of the public.”

So the medical device industry’s 

quality control infrastructure starts to 
look a bit like the wild west, with a hun-
dred different sheriffs running around 
making sure their particular OEM’s 
rules are upheld and their concerns 
handled, while some facets of the in-
dustry aren’t scrutinized quite as close-
ly as they should be. It’s clear that some 
form of unifying requirements could go 
a long way towards minimizing these 
problems.

The answer that the industry is slow-
ly starting to coalesce around is Me-
dAccred, an accreditation for the medi-

cal industry designed to deal with this 
exact dilemma. Where other industry 
standards look at general quality across 
the entire facility, MedAccred zeroes 
in on very specific processes (e.g. heat 
treatment, sterilization, welding) and 
brings in experts in those fields to 
make sure suppliers know exactly what 
they’re doing. The people behind Me-
dAccred aren’t looking to replace cur-
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rent standards such as ISO 9001, but in-
stead, the program will exist alongside 
and further strengthn them, filling in 
the blind spots they don’t reach. In fact, 
the regular quality systems require-
ments are a pre-requisite for accredita-
tion from MedAccred. The comparison 
most used was that quality manage-
ment systems audits are a mile wide, 
but only an inch deep on individual 
critical processes. MedAccred, on the 
other hand, is an inch wide, covering 
only one critical process per audit, but 
goes a mile deep into every nuance of 

that critical process.
MedAccred is being administered by 

the Performance Review Institute, the 
same not for profit trade association 
that administers Nadcap, the widely 
recognized accreditation that does for 
the aerospace industry what PRI wants 
to do with MedAccred, and does it well. 
The organization’s almost three de-
cades of experience with Nadcap has 
assisted in the process of developing 
MedAccred faster than its predecessor.

“The industry standards are not as 
developed for critical processes in the 
medical device industry as they are in 
the aerospace industry,” Joe Pinto, ex-
ecutive vice president and COO of PRI, 
said. “So we learn from Nadcap that we 
need to focus on industry standards 
as well as look at the OEM-specific 
requirements, and that’s what we’re 

trying to do in the medical device in-
dustry. Trying to find process-specific 
experts from the industry, from the 
OEMs, as well as suppliers, who come 
together to write the audit criteria.”

MedAccred is, effectively, an attempt 
to take the best practices and process-
es of Nadcap and translate them over 
to a new industry, and as such, the two 
programs bear many similarities. Both 
programs utilize audits performed by 
subject matter experts who are rigor-
ously selected by industry representa-
tives. Both use management councils 

composed of OEMs and suppliers alike 
to guide requirements and major de-
cisions, with PRI acting as the admin-
istrator. The checklists for achieving 
accreditation are also similar. In fact, 
Nadcap’s checklist was used as the 
starting point for some of MedAccred’s 
own requirements.

“Nadcap has a lot of audit criteria, 
what the aerospace industry terms 
checklists, already developed,” Pinto 
said. “So there was a very good base, 
and those audit criteria are intellec-
tual properties owned by PRI. We were 
able to use a lot of those as the starting 
point for the medical device industry. 
And what we’ve done is taken those, 
and we have adopted them and added 
process validation requirements based 
on FDA guidelines to develop the med-
ical device audit criteria.”

No matter which side of the OEM/
supplier fence you fall on, there are 
multiple benefits to jumping onto the 
MedAccred bandwagon. For OEMs, 
the obvious benefit is an increase in 
the quality of parts they receive, but it 
also allows for improved supply chain 
oversight and compliance. MedAccred 
not only does an aligned set of require-
ments make it easier for OEMs to see 
the quality of their suppliers and their 
suppliers’ suppliers, but is also a global 
program with audits scheduled across 
the world, meaning that an OEM 
wouldn’t have to send an auditor half-
way around the world to do business 
with a small supplier in China.

“Many times the OEMs do not always 
get to see and do not get to audit the 
critical process suppliers that are may-
be in the third, fourth or fifth tier of the 
supply chain,” Pinto said. “So, by having 
a program like MedAccred, they can 
mandate that ‘anybody that is supplyig 
these critical processes for my products 
needs to be accredited,’ so even if they 
don’t know who’s doing it because it’s 
happening at the third, fourth tier level, 
they would have assurance that it is be-
ing done by an accredited supplier who 
has proven to have the capability to do 
the process.”

“For us as an OEM, to have all the 
visibility down to the different tiers, 
along with aligned requirements and 
expectations all the way down, that’s a 
very difficult thing, and MedAccred is 
fantastic for that,” Scott Goolsbey, sup-
plier controls manager at Stryker, said.

Suppliers also have plenty to gain 
from aligning expectations with Me-
dAccred. With a consistent set of ex-
pectations, suppliers know exactly 
which set of standards they need to 
meet, and less time will have to be 
spent on redundant audits from differ-
ent customers. As the program grows 
and more OEMs continue to join, more 
people will be looking for suppliers 
accredited to MedAccred, and some 
businesses are adopting early in the 
hopes of taking advantage of OEMs’ 
growing interest.

Getting involved in the program can 
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give further benefits as well, mainly 
ensuring that your company’s voice 
gets heard and can shape MedAccred’s 
requirements. This is doubly true now, 
in the program’s formative years, when 
there are still details to be ironed out. 
Both OEMs and suppliers are being 
welcomed by PRI to come together in 
MedAccred’s Management Council 
and technical Task Groups.

For suppliers, the other way to get 
involved is obviously through getting 
audited for accreditation. If you’re 
interested in an audit, the process is 
fairly straightforward. Once in contact 
with MedAccred, a supplier details 
their products and figures out what 
categories they should be applying for. 
Right now, your options are cable and 
wire harness, heat treatment, plastics, 
printed circuit board assembly, steril-
ization and welding. Once a supplier 
knows what category they should ap-
ply for, an audit is scheduled, and the 
supplier is given a copy of the audit cri-
teria. It’s strongly stressed by both PRI 
and Engelhard, whose company was 
the first in the world to achieve accred-
itation with MedAccred, and thus has 
experience with the audit process, that 
you prepare with an internal audit to 
make sure you meet all requirements 
before the actual audit.

“If you think you can have 
an auditor walk in without 
preparation, it’s going to be 
a very long, difficult week for 
you,” Engelhard said.

The audit process itself 
takes two to five days to 
complete, depending on 
the critical process and the 
scope of the facilities being 
audited. Once the auditor 
has inspected everything, 
they send their findings on 
to a PRI staff engineer, who 
approves the findings and 
analyzes if the supplier has 
completed the work to close 
them. The OEMs then review 
all the information and vote 
on the accreditation.

MedAccred is still a young 
program. The first roundta-
ble meeting to develop it was 
held in December of 2012, 
and the first accreditation 
was awarded last spring to Solar At-
mospheres. It’ll be a long time before 
the program carries the same clout as 
Nadcap.

But despite its age and size, MedAc-
cred’s message is getting across and 
the program is gaining momentum. 
The program should complete more 

than 20 audits this year, and 
Pinto says they’re aiming to do 
200–300 audits a year as soon 
as 2019. PRI is also planning on 
expanding the accreditation to 
include more categories, such 
as one for batteries, as time 
goes on.

At the end of the day, howev-
er, the main reason MedAccred 
is speaking to some people is a 
purely humanitarian one: the 
betterment of patients through 
more reliable, potentially life-
saving equipment.

“The medical field faces a 
lot of unique challenges that 
we can’t necessarily address in 
MedAccred, but one of them 
should not be failures at the 
patient-doctor interface as-

sociated with the processes we do,” 
Engelhard said. “That can’t be allowed 
to happen. So to the degree that we can 
make a doctor’s visit mundane and 
boring by controlling our processes, 
we should endeavor to do that. And 
that’s why people should be involved 
in MedAccred.” 
For more information:
Performance Review Institute
Phone: (724) 772-1616
p-r-i.org/medaccred/

Solar Atmospheres
Phone: (866) 982-0660
solaratm.com

Philips
Phone: (978) 659-7467
www.usa.philips.com/healthcare

Stryker
Phone: (269) 385-2600
www.stryker.com/

medical
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