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Q1: What prompted development of the Concept of Operations (ConOps)?
#% a7 (ConOps) REDE S>NFIXTTHDMN?

Al: While working on Program Alignment, the Center for Drug Evaluation and Research
(CDER) and the Office of Regulatory Affairs (ORA) identified an opportunity to further
enhance collaboration beyond the specialization of field staff in the district offices. The
ConOps between ORA and CDER outlines responsibilities and workflows that help

streamline human drug facility evaluations, inspections, and communication.

T T T AT T4 AN GRiESR) I MHZeH T, CDER (Center for Drug Evaluation and
Research @ 353 A0F4EE % —) & ORA (Office of Regulatory Affairs :  “Hif|BEE" o) 13,
HPXCEES T (district offices) DBIGA X » 7 OHIMZE 2 T, S bICHEEL BT Hia % R
H L7z, ORA & CDER D™ ConOps %, b MHEZKMME OFME, &2, aIa=/r—
a Y ORBEULEXETLIEMLE Y —7 7u—0EE2 R THOTH D,

ARUE - FRUE PR IREE Y, Tn ST AEEENCELY - L, BONDRIROMRE
BKXET 2T Tu—FOERTHD,

The ConOps enables CDER and ORA to more effectively manage the growing complexity of the

pharmaceutical manufacturing and to meet new challenges by:

Z @ ConOps IZ L Y, CDER & ORA 1%, #MbT 2EHKLEEZ L0 R AIZER L, DIT
DX DB UOFREICKHSNT 2 Z EMA[EEE 72> TV D

« Ensuring consistency, efficiency, and transparency in facility evaluations, inspections,
and regulatory decision-making for marketing applications across FDA;
FDA #H#k CHEWrAOIZ . FipR il (facility evaluations) . #2%% (inspections,) . < L CHRFEHEHIC
B4 2 Y moOBEERIREIZIBIT 5 —BM (consistency) . ZNFEM: (efficiency) . & L T
(transparency) ZHEMRT 5 Z &
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e Advancing strategic alignment across ORA and CDER functional units by creating clear
roles and responsibilities;
W72 5B & BT AR ET 2 Z &I 8L . ORA & CDER DOBEREERF O [H] DBk IS B3 #5 2 112
S S I

o Improving FDA’s operational capacity by enhancing collaboration between various
CDER and ORA offices;
CDER & ORA Oikx 7247 4 A O#EEEZ5RLT 25 Z LIZK D FDA OB 216 L&
T L

o Enhancing the quality of and increasing access to facility and regulatory decisional
information across FDA; and
FDA #lik TRITEYIC, fiiitds L OIS EOBRREHHROE LMD, 77 A&zl ESE
% ;LT

e Meeting user fee commitments and improving the timelines for regulatory, advisory, and
enforcement actions to protect public health and promote drug quality, safety, and
effectiveness.

2 — P —FEEHAR D EHK) (user fee commitments) Z 35T L, ANREAELRET L7012, H
il (regulatory) . EN%F (advisory) . ¥IT (enforcement actions) DX A LT A L ZUWEL, FiLIT
Lo TEREMLOMWE, Zath, AOMaRET 2,

Q2: How does this effort relate to the recently announced Program Alignment

A2:

AR3C

initiative?
Z OBV AT, Bof/AK I 7z Program Alignment BB & ED X 5 BN H D D> ?

The Program Alignment initiative implements a program-based management structure that
aligns staff by FDA-regulated product. This enhances the effectiveness of communications,
processes, and ORA’s ability to keep pace with scientific innovation and protect public
health. This ConOps is complementary to the Program Alignment initiative by outlining
how CDER and ORA will work in a vertically-integrated, programmatically-aligned
environment regarding application reviews and inspections, and the compliance activities
associated with them. This ConOps applies to Pre- and Post-Approval, Surveillance, and

For-Cause Inspections of human drug facilities.

a7 b TTA Ay MERIE, FDA BT R T LICAX v T ERET DS LV T
7T A_X— A DE PR (program-based management structure) 2 AT 5 H D TH D, T,
Al a=r—var, Frtx KO TRFERHESRICHIST 5N — 2 2Rk ORI EE
R#ETHZ LD ORA DEES) | Z58{bTHHLDOTHD, Z® ConOps X, CDER & ORA 735k
FTEEER, BIOENOICHEET 227747 AR LT, TEEMKE (vertically-
integrated) A7z, 7RV T ARICES| LIZBRE CED L I hE#ET A Z EIcLo
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A3:
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T, TRITLRT T4 A0 MEBEMELL Y EFT 56D THS, 2D ConOps 1, & MHE
SRR O KGR L OVKER% ., Y —1 T A (Surveillance) . JRIKFEIAAEL (For-Cause
Inspections) (ZE ] X415,

Are there any additional details available regarding changes in timelines and

communications for the specific inspection types?

BEDEZED I A TIZET AT Va2 — AREREBEEDOERIZOWVT, BIMTAFTE 5FR
EHo0°?

CDER and ORA began to operationalize the ConOps in late 2017. One of the most
anticipated results is meeting the Generic Drug User Fee Amendments I (GDUFA 1I)
commitment to communicate Surveillance Inspection classifications to facility owners
within 90 days of the end of an inspection and meeting GDUFA or Prescription Drug User
Fee Act (PDUFA) application timeframes for Pre-Approval Inspections.

CDER & ORA [F, 2017 RIZ ConOps DE 2 Fhs L7z, mbHIFFSNDOFRO 121, &
LT 12 90 HEAWIZ Y —A T > A ZEX )3 (Surveillance Inspection classifications) % fifi % FIT A 4
(facility owners) (2452 % &9 GDUFA I (Generic Drug User Fee Amendments II) D = X v
NA Y NETE L, AGRAIRA D GDUFA %7213 PDUFA (Prescription Drug User Fee Act) @
FERFRHIC A B S ED 2 & TH D,

Can all facility owners expect final inspection classification communications within 90

days of inspection closing?

FTRTCOMEHRFTAEE (facility owners) X, EER T % 90 A UINIZEKHRELZFTMX 0RO
HAGZHFFCTEX D002

CDER and ORA began issuing the 90-day decisional letters in late 2017 with a goal of 90
percent in this timeframe. In FY 2020, FDA issued 87% of final facility classification letters
within 90 days of inspection closing and completed 63% of regulatory actions for OAI

facilities within 6 months of inspection closing.

CDER & ORA &, Z OHIFMNIZ 90% 4 BAEIZ, 90 A ik FE#k X /0 Bk (90-day facility
classification decisional letters) DFEATZ B4R L7, 2020 FE5HE T, FDA ITRAEK T/705 90 HLL
PWIZ 87 % DR AL SR I /r BN EFEZ AT L, BLEE TS 6 2 HLIWNIZ OAL (RIE @ “official
BEHFEHORTEZEWT 2 - AS HBM) fisx (253 2 Bl %

=

action indicated” DW&5 : AR

63%5E T ST,
How does FDA communicate the final inspection classification?

FDA IR DELEDOFMX S (final inspection classification) & ED K I B TWND DM ?
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Qe6:

Q7:

X
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The ConOps created 90-day facility classification decisional letters to meet the GDUFA 11
commitment. FDA’s inspection classification is sent in a letter to the facility within 90 days
from the end of an inspection. There are separate letters used depending on the facility

classifications:

ConOps X, GDUFAIl ® =X v b A~ (commitment : Z4)) i 72972912, 90 B fifi gk 4k X
IPTRTEEN (90-day facility classification decisional letters) % {EKT 25 Z & 12 L7z, FDA O£ R4
XSy (o) 13, AL T2H 90 HUWIZHERIZEH CEOLN D, Mo X - THEH
T HWEND I TN D,

e o action indicated (NAI) GryE : #&rd sEEEFmEA2 L) (PDF - 42 KB)

e  voluntary action indicated (VAI) GRiE:: B 2EEsH)  ; or (PDF - 83 KB)

e  official action indicated (OAI) GriE : AkrikEER %) (PDF - 66 KB)

The 90-day decisional letters explain what the classification means as well as how it may

impact a company’s application approval.

H B 5 X R E IR AN E X, E DRy OERE, TN EEOHRGFEARIZED LD
TR R RET AT L TV 5,

Is the agency updating internal policies and procedural documents to reflect the
ConOps?

YRiX, ConOps # XS ED7HIZ, AOFHLFEREXBZEHFLTNEIDOMN?

The ConOps agreement outlines responsibilities for CDER and ORA and the workflow for
Pre-Approval, Post-Approval, Surveillance, and For-Cause Inspections and evaluations —
for domestic and international facilities. CDER and ORA began developing processes to
begin to operationalize these workflows in the fall of 2017. FDA has begun updating
appropriate documents such as Compliance Programs (CPs, formerly known as Compliance
Program Guidance Manuals), the Investigations Operations Manual (IOM), and the
Regulatory Procedures Manual (RPM).

ConOps &7 (agreement) (£, [CDER & ORA OF(T) & ENA ORI xE T 2 A&GRAT, A
%, v—"A 7 A FRIEADOKBAELFMOYV —27 70 —DE R 2R bDTH D,
CDER & ORA (%, 2017 FRKIC 2B DY — 27 7 —Di@EH ZHIET 270D 7 vt ABH¥E %
Bt L7, FDA L, a7 IA4 7 A7 07 5 (CPs, IBAIZA T ITAT VR TR0 s
b AKX AT =aT)V) | WEFEHE~==7/ (IOM : Investigations Operations
Manual) . #ifill FtZx~==7/ (RPM : Regulatory Procedures Manual) 7¢ & D] 72 LED
BT & B LT,

Will domestic and international facilities be evaluated differently?
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EN ELMENDOIEHR CRERRERDDON?

A7: No, the ConOps will enhance FDA’s commitments to provide, among other things, risk-

Q8:

AS:

based parity and consistent processes for domestic and international facility evaluation and

inspection.

WDz R R e 5 720Y) , ConOps 1%, EWAMEEE OFEAM « LB L T, 7V
AT R—ADYEMH L B L7721 A (risk-based parity and consistent processes) wiEft 5 &
WO FDAD=a Iy hAV MEbT 26D THS,

Will the ConOps help address problems at manufacturing facilities that have
impacted approval of drug applications?

ConOps 1, EEFOARICEEL RIZ L TV EHEEHER ORIBE~DORUZESL DD 2

Manufacturers are responsible for ensuring that their products are manufactured to meet all
of the quality standards and in accordance with the current good manufacturing practice
(CGMP) regulations. The ConOps promotes transparency and communication between the
agency and industry for facilities involved in manufacturing human drugs. The enhanced
communication between FDA and facility owners may help them address problems more

efficiently.

LGS L, "WANT X TOMEENEZ 2 L, CGMP (current good manufacturing practice)

HHNCE > THRE SN TWD Z & 2 RFET 2B H D, ConOps 1F, b kN HEIES OREIC
DD ONT, HREERLDOEOBANEL 2 2= —a 2T 5, FDA &

MigkFTAE & Daa=r—a romfbid, LRI TE D X D275 AHE
W%,

Related Resources

AR3C

e Integration of FDA Facility Evaluation and Inspection Program for Human Drugs: A

Concept of Operations

e FY2019 FDA Concept of Operations Performance Public Report (9/9/2020) (PDF)

(EOF)
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