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Coronavirus Disease 2019 (COVID-19) has spread to the whole world. World Health
Organization (WHO) on March 11, 2020 characterized COVID-19 as a pandemic. Each
affected country has started containment and control procedures. However,
coronavirus is still spreading, till March 21, already reached 185 countries,
with 267 thousand confirmed cases, and 11.2 thousand died from COVID-19", which
further increased to 196 countries, with 375.5 thousand confirmed cases, and
16.4 thousand died from COVID-19 as of March 24, 2020". In the crisis, the
governments, healthcare organizations, private sectors and people have all come
together with tremendous efforts to contain the virus, to save life, and to
bring back the economy for people’ s livelihood. In the meanwhile, many aspects
of life have been sacrificed, including the most stringent requirements on
effectiveness and safety of healthcare products in US. The US FDA has since
loosened requirements in dealing with shortage on diagnostic tests, personal
protective equipment (PPE), and treatment. The US FDA initiated the Emergency
Use Authorization (EUA) process in February to allow faster distribution of
COVID-19 diagnostic tests under EUA. On March 16, 2020, the FDA further issued
a policy, “Policy for Diagnostic Tests for Coronavirus Disease-2019 during the
Public Health Emergency”” " to accelerate the availability of COVID-19
diagnostic tests in the US, by allowing clinical laboratories and commercial
manufacturers to distribute the tests prior to EUA or without EUA approval. The
FDA sent letter to US Healthcare providers with strategies on conserving
surgical mask and gown, and allowed the use of industrial N95 in protection
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against SARS—CoV-2°". The FDA also permitted compassion use through expanded
access of Chloroquine and remdesivir for treatment of COVID-19"".
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In the crisis, the IVD industry also faces challenges and opportunities. Due to
less stringent regulatory requirements from the US and other countries, IVD
manufacturers have a chance to move their COVID-19 diagnostic tests to the
market much faster. However, while racing with time, it is imperative for IVD
manufacturers to consider how to speed up the development and manufacture of
the tests to make them available earlier, at the same time preserving the
quality, safety and effectiveness of the tests.
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Product quality is the assurance for users and patients, the prerequisite for
market penetration, and the most important factor for sustainable growth of a
company. Quality Management System (QMS) is a systemic management approach
involving many departments and functions in an organization and spanning the
product realization process from product design and development, manufacture to
servicing through documentation and record keeping to assure that product
quality is maintained. TS0 13485:2016% certification or passing (Medical Device
Single Audit Program, MDSAP)"” audit is an indication of QMS establishment,
while consistent and effective implementation is critical in ensuring product
quality.
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At PEE AR (Quality Management System, QMS) PLORIE!™ &t BT & Oy BASCRY
RN WA TSI TSI W= s rh 4R 7= e 2 B0 J5 AR 45 £ % i & AREHEAT
RGMEREH . 3715 1S0 13485:2016" Jii & B A% I IIE B3 i 3ok B2 7 38 W — X AE P
(Medical Device Single Audit Program, MDSAP) "5 & 8 1% 2 46 56 B 7 S bl F ik 412
WA= R FEAR & (Quality Management System, QMS) #E37 Mg fF B ANRE,
[ I R PR AT AT A PRALE 7= it S 2 P S

1. Establishment of QMS Jii & ¥R R

o Standard: ISO 13485:2016 and / or US FDA 21 CFR Part 820 Quality System
Regulation (QSR). The change of laws and regulations from relevant
countries, for example, EU in vitro diagnostic device regulation (IVDR),
China National Medical Products Administration (NMPA) regulations, should
be continuously followed up on and integrated into the existing QMS.
FrifE: ISO 13485:2016 Fi1/8k3%[E FDA 21 CFR Part 820 i RGEM (Title 21
Part 820 Quality System Regulation)’. FRUMREEFHH G SANHE X £ 4412
W VAR, Rk ﬁﬁiﬁh’)Lﬁ@f” FEBEIL (BU TVDR) "2, [ [ 5
zﬁéﬂﬂﬁigggiﬂfﬁ(Natlonal Medical Products Administration, NMPA)Ai%”“””
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EU will conclude the transition period and start to enforce IVDR starting
May 26, 2020. IVD manufacturers should consider to prepare from now on
for the full implementation of QMS that fulfills IVDR requirements.
BRERRET 2022 4F 5 A 26 HERIEEHBORISEPATASNE W ERIT 28 E M
(IVDR) o AMZWHAFIEF=MNFT/ARNAZ, FIRMFHES .

QSR in the US stays similar though small modification and changes of
requirements are regularly updated by the US FDA. The US FDA has a world—
wide reputation on the strictness in enforcing the requirements on
medical devices especially the QMS implementation. The IVD manufacturers
who would like to distribute the IVD products in the US market should
start to consider to update existing QMS to be compliant to requirements
in QSR and other relevant 21 CFR part 800’ s, and implement in daily
operation, to prepare for premarket notification (510(k)) and premarket
approval (PMA) of their products with FDA, and distribute the IVD products
in the US.
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o Establishment of QMS: 4-level documentation system, including level 1
Quality Manual, Policies, Regulations, level 2 Quality System Procedures,
level 3 Work instructions, quality record forms, specification, and level
4 quality records.

BRI : & 4 SO ARSEY, Bl —SREF M, —gREF . bRk
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2. Implementation of QMS J5i & & FRAAK & AT

o Paradigm shift: The establishment of QMS will need efforts and investment

from the organization, but it is essential. Product quality assurance is
the prerequisite to have the product stay the market and to achieve
sustainability for the organization. Executive Team should establish the
quality policy, and root the importance of quality deep into the corporate
culture, to have quality been realized in each step from product
development, manufacture to servicing.
WG R AR RIS NPT S B AR BRI TAE RN 855
BN, ABAATEGER . 7 fb Jot 5 PRAIE 2 A M A7 A2 117 3 AR AR A B PT RR42  JE 1Y
TR A o ARl B v B B R ) A N B T A ANBOR, IR A DURERE L
fIANESCb, R E MRS BT PR RS RN

o Quality Department should directly report to the executive management
member, independent of other departments or functions including marketing,
R&D, manufacture, purchasing, sales and customer service, etc.

JREFT T E B A A m AU TR, o T HEARERREE T ERE TS k. AR
K . BERSE.

o The executive management member or team should be actively involved in
the monitoring and reporting. {BNVixm%i'FZ 5 & E HAA RIAT B B
H5E JAIC K -

o All relevant departments should participate in the establishment and
implementation of the QMS, consistently execute the procedures as defined
in the QMS, produce and keep the quality record. KAHREE[ 15 EE
A RIS, I8 AR A R AUE KR P IAT , S IR IR & 5 & il
Ko

o Evaluate and assess the weak links in the OQMS implementation, such as
risk analysis, risk management, corrective action and preventive action
(CAPA), complaint handling, medical device reporting (MDR), Design
Control procedure and documentation, design history file (DHF)“", etc,
and strive to strengthen each.

QUALITY AND SUSTAINABILITY TRULIWONDER




Truli Womdler

A Scientific and Technical Consulting Firm

SIHTPEA AL BT B HAR RPUT IR, L RS A (risk analysis,
risk management) . ¥FIE R WiBI#EHE (corrective action and preventive action,
CAPA) . & P #JFAL# (complaint handling) . EEJT 22 MR 45 (medical device
reporting, MDR) . #¢ it ¥ #l 2 F M1 L &4 (Design Control procedure and
documentation) . it XA (design history file, DHF) ""4%&, %% /hnim
PAT T

3. Monitor of QMS Tmplementation Ji & & EAR RHATIIMEE: Three types of Quality
Audits are effective in monitoring the status and assessing the effectiveness
of the QMS implementation =& #% (Quality Audit) "7 RicHK 25 B i 4
AR R B PATARIL o
o First-Party Audit (Internal Audit): The audit that is executed inside an

organization across department or function can detect potential or actual

problems fast. This is a highly rewarding approach with relatively small
investment.

PR A% 4RI St R A A S R T TS HRAE IR B B A R R IR

BB I IR R, XN, IR EREE,  [FIN PR L™ i 5 2 0 7 3

o Second Party Audit: These include the customer’ s audit on the
organization, or supplier audit by the organization. Supplier audit is
very important to be sure the raw materials or services provided by the
supplier are meeting the predetermined quality specifications, to ensure
the product quality in the organization.

B U7 PR R A% ALHE B R T Al ) JoT B R A RN AR b xS R Y T R K

(Supplier Audit). ARMbouffER R BT E B A%, LORIE ER AR AR 553 & T ot

PR, RIS B &7 i & .

o Third-Party Audit 28 =J7 i & & 1%

e International Certification EPriAilE: ISO 13485:2016 Quality Audit and
Certification, Medical Device Single Audit Program (MDSAP) Quality
Audit
ISO 13485:2016 JFifE s AZIIE BEST 2 — B A% R 7 (MDSAP) Joii & H %

e Inspection by regulatory agencies & EWMEEI I EMT: such as FDA
inspection, and inspections by China National Medical Products
Administration (NMPA)

Et.an FDA #5#% (inspection) « H[EE K 25 0 B HL R T &4

e (Quality Audit by Audit Organization: Inviting audit organization or
consultant as auditor to audit the QMS or a specific department or
function brings in impartial and objective assessment, which gives the
organization opportunity to find problems in time and correct.
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4. Tmplementation of QMS in crisis fEALETHARF &5 HAK RIAT:

o Regulatory agencies’ shifted focus: In crisis, the regulatory agencies
are focused on accelerating the availability of what is in need, and in
the meantime may temporarily alter or lessen certain requirements. At
this special time, effective implementation of QMS inside the
manufacturer’ s organization becomes even more important.

WEIBITE O LT 5 2575 RGN I TAEE Q. BUFERT TR
P R BRI — AR EA TR . IXE, AR R EE AR
MEBBAPITEEREREE.

o Effective implementation inside the organization: The manufacturer should

continue to implement and execute the procedures as defined in the

procedures. If modification is needed to adapt to the need in the crisis,
the organization should consider to pursue thorough risk analysis focusing
on quality related risks, have and execute a remediation plan to properly
manage risks. For example, the manufacture can enhance the post—market
surveillance efforts, collect and analyze data from the field, report to
regulatory agencies (such as medical device report, MDR, to the FDA) of
the adverse effect or product malfunction, to ensure product quality. In
the meantime, the organization should continue to implement the normal
procedures on other non—crisis related products and make sure they are
produced and served with claimed quality.

AN JIAT - AEFE AR A AR PR R T AR B AT B B R e . W
PRI SEATL I H01 1) A TR oK 75 B A SRS e B E AR RS, o i A e 32 iy &
(R0 RS o AT 5 il A DG il DA bl AR, sl om s f5 s g . el s I A
e ARECHE 1) M 3 1 VAR S DAORUIE P i B & o 4R AT ot 258 BR A 2R DALRAIE
5 fE LA I HAth ™ i ) 5T &

5. QMS Implementation post crisis fEHLZE W JG &8 AR 24T
o Internal assessment and adjustment: The organization should pursue
systemic analysis on and assess the quality of all the products
manufactured and distributed during the crisis, add risk analysis as
needed. If any product was impact by the crisis and had quality impact,
the organization should consider to re—strategize, remedy the existing
problems, and apply the organization’ s highest standard on the product
quality to all relevant steps to improve quality of the impacted products.
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o Follow up on regulatory requirements from various countries and update
the QMS.
TR % [ % 1 DX A A2 W i A VR, SR Ak A R A

o In normal time, continue to have a focused effort on assuring quality,
and continuously improve.
TEFISFI I, SRRSOl TAEE O, AMUREAR AT T %, 1M Hgks:
N AFFEE 5 o

A crisis comes and goes, but the society will move forward and the manufacturers
will continue to produce and provide products and services. Quality is still
the most important factor for any manufacturer to be relevant in the market and
grow sustainably, which asks for each manufacturer to be firm on implementing
a QMS that is to requirements, and continuously improve the process to ensure
product quality.

fEleponid 2, e akalarit, Sl agkg e ftr=a, SR/ i E RIETI A R R
MUEE B G AR, RARN AN K I A AT, X7 E AR U2 g R 240
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