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Abstract Results and Discussion

Figure 3: a sample biocompatibility Summary Test Report

The test article and extract DID NOT change color, and the extract DID NOT appear turbid or
n have particles.
Testing Laboratory Name: Test Lab ABC O There were change_s in color.-’turbidiFy or particles in the test article and/or extract OR there
ASC AhTesting Laboratory Identification Number: TL-999 was swelling/degradation of the test article.”
. Testing Location(s): 123 Main St, 330X, Virginia ) ) ~
4 Testing Date(s): February 1%, 2022—February 28, 2022 ASCA Test Method SOP #: SOP-ASCA-MEM-789-Rev2.0
5. ASCA Accreditation Status on the Date(s) of Testing: B Test was conducted per the above protocol (no deviations/amendments) and 21 CFR 58; or
Standard (and particular test method) was in testing laboratory’s scope of ASCA dccreditation cII:] Test was conducted ger the above protocol and 21 CFR 58, with the following

ASCA Test Method: Cytotoxicity — MEM Elution (ISO 10993-5)
istrati .

eviations/amens dments n

The Standards and Conformity Assessment Program (S-CAP) at FDA  ASCA began as a pilot program, authorized by the Medical Device . . o e e F—
Y & ( ) _ 5 priot program, Y The ASCA team established the following scheme, depicted in Figure 1: Bk Sl S R e e |
encourages manufacturers to rely upon consensus standards in User Fee Amendments of 2017 (MDUFA IV). First, S-CAP identified — I el e
their device submissions. Citing an FDA-recognized standard the problems we wished to solve: Figure 1: the ASCA Scheme i e [ [
typically reduces the amount of conformity assessment . — . B R Rl
, , , _ 1. Unnecessary delays in reviewing conformity assessment due to el b SN i Sttt

documentation needed and streamlines FDA review. Device . : ASCA-recornized accreditation FDA grants ASCA Acereditation Device manufacturer works e o B e i

_ . , confusion among manufacturers about needed documentation o t L0/ IEC 17025 and e e Fobs with ASCA-accredited test lab to -
submission analysis by FDA's standards staff revealed that standards N , , , el ; develop the test plan o oS

2. Unnecessary Additional Information questions and internal P

are frequently used inappropriately, resulting in extraneous

documentation and delays in assessing conformity in device review. consults

3. Excessive review of complete test reports

Extensive communications and program promotion followed to
ASCA-accredited test lab

i : 4ot conducts testing and provides Janufacturer includes ASCA encourage accreditation bodies and testing laboratories to apply for
- B - - eclaration of contormity an
To improve the use O.f standards, 5-CAP deV|§ed the Accre.d!tatlon . . . . A;':':Ef,‘;mr:a"::}f;';Zﬂﬁft'fw R T L participation. The team created the processes and work instructions to
Schgme for Coanrmlty Assegsment (ASCA), n whlch quallflgd Based upon this z.;maly5|s, S—CAP established ’Fhe main goal for. S — P implement the program and a database to manage documentation
]Eestmg Iabor.atorles may receive ASCA ACCFBd{thIOH to certain ASCA: to streamline conformity assessment in premarket device and ensure adherence to ASCA policies. An internal quality
.requben’.cly.ated s.’lclandar.ds, IW|thdthe expectz?tmn t:Iat A.SCA tehstlngh submissions. As is customary, the program was established by guidance, the management framework compliant with CDRH’s Quality Management
N SULMISSIONS ,WI, require 1ess c.)cgmentatlc?n an reV|ew.. ! f)ug . e . . ' System was established and an audit was conducted; the results
results are preliminary, the submissions received to date highlight : - draft of which received public consultation. Once comments concluded that ASCA met all expectations and followed all internal
that review of ASCA testing was more efficient than non-ASCA S-CAP then conducted a two-day public workshop to determine were considered, three final guidances were published outlining ocedures. Feedback about the ASCA brogram from conformit
testing. the program parameters that would drive progress toward this how the program works, and the program specifications testing P . . S » Y
: .. : _ , assessment bodies and industry has been uniformly positive;
goal. S-CAP worked with participants from across the medical laboratories must meet to qualify. . _

IntrOdUCtion device manufacturing. standards. conformitv assessment. and manufacturers directed FDA in the latest MDUFA cycle (2023-2027) to

& ’ Y ' convert the program from a pilot to a permanent program and

regulatory communities to conceptualize the foundation for the

TRNT - - - Figure 2: the ASCA guidance documents provided sufficient funds to support the transition and consider
ASCA ca!0|tallzes on the increasing promlnenc,:e and advantages of ASCA pilot. Tables 1 and 2 list the standards included in | S | expansion
international voluntary consensus standards in regulatory Specifically, standards from two commonly used and important Performance of Medical Electrica - . L .
science. Since consensus standards are essentially ‘crowd- . ) I e e p— The FDA has granted ASCA Recognition to five accreditation bodies and
sourced’ across many types of experts around the globe, their Series were chosen. ™ i Sandords Seiie oo o At ASCA Accreditation to ninety-six testing laboratories, ninety-four for
) nformation for ¢ e. -.I?cres;::;;l;:t Scheme for {?uuf;u;:ui:ﬁﬁ:.r::;ssment . .

qguality is enhanced. Standards also provide a least-burdensome SN PG o . e the basic safety and essential performance scope and two for the

, . . . Bhodies, Toutng Latneatorton ani BN | o 1 rar s cminiccontiod A biocompatibility scope. The FDA has received 20 submissions with
approach to regulation because expectations across international , , Food and Drug Administration Stafl —__ oeetmtmeton . .
L , Table 1: Basic Safety and Essential Performance standards ST . Bt e ASCA testing, across five OHTs. The results:
jurisdictions can be harmonized. e — [

T -
- edical electrical equipment — Part 1: General requirements for basic safety an The Accreditation Scheme for . .
o g/lss:ntiz!ll éeriorn:anqcel?alon; wiF')ch :hle SDA—rec!oggized collattefral I;nd par:icttzllar ° Cunfurm:g As;essment (ASCA) ¢ The ASCA Summary TeSt Reports used the format prOVIded N the

. standards in the - series =08 2 TegTan o . .
FDA forma”y recognlzes COnsensus Standards that meet Our IEC 61010-1 S;fefy quwr::nelrE\tCs/lff)cr)SIZiSrchssgjlpmenz for measurement, control, and G;id;nce;urt:n{lfthr}', A::ct;ﬂlitati;m ASCA StandardS'SpeC|f|C gUIdance documents and the deCIarat|OnS

I 1 1 aboratory use — Part 1: General requirements (along wi e -recognize i . . e
expectations for regulatory applications. When a manufacturer aboratory use ~ Part 1; General requirements (along with the FOA-recognizes Food and Drug Administration Saft of conformity and Summary Test Reports included all critical data
cites an FDA-recognized standard, they include a declaration of , . e —— and testing conditions.

L , o , , Table 2: Biocompatibility standards e e e : : : :
conformity in their submission which typically means less e e FDA reviewers had greater confidence in the ASCA testing results,
documentation is needed. ASCA builds upon this use of and because the ASCA Summary Test Reports were complete and

. A ] ISO 10993-4 Complement Activation using a U.S. marketed ELISA kit : : : P
recognized standards, providing the following advantages over 150 10993-4 and ASTM F756 Direct and Indirect Hemolysis because the internal FDA review checklists use a similar format,
. _ luti s . [ . . l '
USIng nOn'ASCA StandardS: :zg 1323?23* :iﬂ; ;EfmnatI:T:::z;E:TIntracutanenus Reactivity Irritation The Standards-specrﬁc gUIdanceS InCIUde example ASCA reviewers .\Nere a.ble to Cf)r.]dUCt the Conformlty assessment elements
S0 10993-10* Closed Patch Sensitization declarations of conformity and ASCA Summary Test Reports for of the device reviews efficiently.
ISO 10993-10* and ASTM F720 Guinea Pig Maximization Sensitization
Less need for Additional Information questions, and fewer IS0 10993-11 Acute Systemic Toxicity the test labs and manufacturers. The ASCA Summary Test Report _
] 1ISO 10993-11 and USP 151 Material-Mediated Pyrogenicity . i i i Co n CI u s I o n
expert consults are required because complete tests reports 150 1099312 sample preparation for all test types templates are designed to provide the information that FDA
are rarely needed staff need in a streamlined format to facilitate the review of
y

FDA has increased confidence in the testing contracted and performed
at ASCA-accredited testing laboratories. The ASCA program, while in its

drafted the program parameters, relying heavily upon two infancy, is so far meeting its goals of streamlining conformity

Working with a conformity assessment expert from the

. . these elements of a premarket submissions. FDA review staff
National Institute for Standards Technology (NIST), the team

use a mirrored document and checklist to conduct their reviews

ldentifies the minimum documentation needed to accompany
a declaration of conformity

Templates are provided for ASCA declarations of conformity
and Summary Test Reports

according to ASCA principles, further enhancing efficiencies. A
: : le bi tibility S Test R t in Fi
program that is not ‘home grown’ and instead follows >ampie LIGLoMpatibility summary fest Report appears in Figure

. . . international guidelines whenever possible. 3. IF is two pages in total and may take less than 30 minutes to quality of their testing and reporting. Finally, to support long term
ASCA was designed to reduce the time needed to review review. success data from additional submissions will facilitate a deeper analysis

conformity assessment in device submissions. of the ASCA program and drive future improvements.

assessment in device review. Additionally, through its application
reviews, ASCA has also highlighted areas that test labs can improve the

international conformity assessment standards to create a
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		60601-1

		Medical electrical equipment – Part 1: General requirements for basic safety and essential performance (along with the FDA-recognized collateral and particular standards in the IEC/ISO 60601-80601 series)



		IEC 61010-1

		Safety requirements for electrical equipment for measurement, control, and laboratory use – Part 1: General requirements (along with the FDA-recognized particular standards in the IEC 61010 series)
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