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designated recipients of the Quality Control Plan. Any copying, replication, circulation or
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I. Basic Information of the Project

REEFRE
Quality Control Report

—IRTE 18 % J LA b A SZ3RE A 1Rt 3 40 XU H 43 7 vl il 8 9%
B (CHO 4Hff1) i COVID-19 {8 %tk . 4t RGEE Mt
FZ . BEAL. WE. 2RI I 81K

control criteria

i H 2R A Multicenter, Randomized, Double-blind, Placebo-controlled
Project title | Phase III Clinical Trial to Evaluate the Efficacy, Safety and
Immunogenicity of the Recombinant Two-Component COVID-19
Vaccine (CHO Cells) in the Prevention of COVID-19 in Adult
Subjects Aged 18 Years and Above
CibaYl LB EV AR B E R A F]
Sponsor Jiangsu Recbio Biotechnology Co., Ltd.
T REAH
3 1.02022 %5 A 25 H
Protocol 1.0/May 25, 2022
version/date
ICH-GCP.GCP- I KB 7 75 & (b N RILANE 25 i B BE) |
(P ANREAMEZEEEE) . (GREMEEESAER
Y. CGEmimRRSREEEEFEN GX17)). (EHikK
FfEtrdE | R EASREFREEEME)
Quality ICH-GCP, GCP, clinical study protocol, Drug Administration Law

of the People’s Republic of China, Vaccine Administration Law of
the People’s Republic of China, Key Points of and Judgment
Principles for Drug Registration Inspection, Good Clinical

Practice for Vaccines (Trial), Regulations on the Management of
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Critical Adverse Event Reports in Vaccine Clinical Trials

JREEE | AR GRIBZYIE KRR AR & (B i
Scopeof | 4%)); HIERESR; EXMHERKFILE (BFwWHLR. KA
quality control | £%; K4 SAE REARBRAFEHARILE., WELK. E
B, SWERERELRVEMARRELRSE) MHEE;
CRF/EDC; £t AT, 50K & EHH; IREFER HIS/LIS
Quality control of investigator files (compliance of the facility
undertaking the drug clinical trial (facilities and equipment));
informed consent form; quality control of source files and original
records (including diary cards, contact cards, etc.; data of
hospitalization required for SAEs, including admission and
discharge records, medical records, medical orders, various
laboratory tests, and imaging-related examination records, etc.);
CRF/EDC:; biological sample management; investigational vaccine
management; HIS/LIS traceability of source data.
GHER |#&0 T w80
Project phase | In preparationo In processm Completedo
FiERAL | LR RERBREARERAF
Quality Beijing Kangxin Kewei Medical Technology Co., Ltd.
control facility
FRiEMER | EARER FREEED
Nature of | Routine quality control m  For-cause quality control o

quality control

[ 4% A, REE
Quality Sun Jivhua, Wu Jianchao
control
personnel
WRAEE : V1.0 WRAHHA : 2023538294 %6 Ik3é A
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FREER (202343 821—24H
Date of March 21-24, 2023

quality control

o BREE R R AR

I1. Standards for Grades of Quality Control Issues
(—) TEAM: 5249 GCP KA I RA ™ 5 5 1R .

(I) Critical issues: Refer to deficiencies that critically deviate from the GCP for

Pharmaceuticals and relevant regulatory requirements.

J&T T oIS — K EH k.

Any of the following situations is considered a critical deficiency:
o ZRHFEMLTEMME I BRI ERE;

® The safety and rights of the subjects have been or are highly likely to be severely

damaged;
® IR AILEIEA T HE;
® The clinical trial data are unreliable;

o KRR LHM AR T FALHELERE, 2580 RARERIEE
AABEIERIZAT;

® There are multiple significant deficiencies in different stages of clinical trial
implementation, and comprehensive analysis shows that the quality assurance system

cannot operate normally;

® X DI HY HE BRI R S I B BB AN B . I AR 6 P o A R o R

R4S : V1.0 he4HEE : 202338298 HI7IR 3w A
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UEAR R AFLE ™ B BREE

® Past significant deficiencies have not been rectified promptly or properly. There
are critical deficiencies in the quality control and quality assurance system of the

clinical trial.

(Z) BRRERME: R524%) GCP FAHRIEMEREG B A w & BRI

(IT) Issues of intensive concern: Refer to deficiencies that greatly deviate from the

GCP for Pharmaceuticals and relevant regulatory requirements. :
BT FIIE R —IAFEERE:
Any of the following situations is considered a major deficiency:

® 575¥) GCP EXRFH KA, AR, H EFt ™ EEkEE;

® There is a great deviation from the GCP for Pharmaceuticals, which, if not dealt

with promptly, will upgrade to a critical deficiency;
® {EIRPRIRLE SEHt 7 4 2 TURH— kb, 250 RIRERIEFRA
BEIE®IBIT.

® There are multiple associated minor deficiencies in clinical trial implementation,
and comprehensive analysis shows that the quality assurance system cannot operate

normally;

(2) —KEE: RIFEMELY GCP LHXIEM. 18T RENEL SOP HEK, H
e A3 31 1= R G AT 3 SR P AR B A R

(III) Minor issues: Refer to deficiencies that deviate from the GCP for

Pharmaceuticals and relevant regulations, guidelines or SOP requirements, but do not

IRFE : V1.0 heZHHE : 2023638 29H % 8 T 3t 36 W
Version No.: V1.0 Version Date: March 29, 2023 Page 1 of 13
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meet the criteria for critical deficiencies and major deficiencies.

= BRERE
I11. Content of Quality Control

1. IKE AR B 5 B R & R
1. Compliance of Clinical Trial Qualification or Materials

ALFEAE A PR T i RS A7 K $E 25 W) PR SE (10 2% 5 & R s ZedE & RN
BRo; EE A CRRSAE R TR, REEEMAXER (RiEeME
WICFA R R, SFERRTAERETS. SAE. HREHWF LREHEILRRE
Bl#); REMRAR (BFE. BRSL. HIEREFESEHAMERARRE
R AL BIRg et BRI & &),

Including but not limited to the conditions and compliance of the facility
undertaking the clinical trial; entrustment contract and responsibilities; originality and
integrity of ethical review approvals and records, as well as ethical review-related
materials (all ethics-related materials submitted for quality control, including but not
limited to informed consent forms, SAEs, protocol violations, and other ethical
submission records and acknowledgement of receipt); trial-related personnel
(completeness of qualifications, authorized division of labor, and training of personnel
involved in qualification, authorized division of labor, training, and other quality
control of the project; compliance of newly authorized personnel for intensive quality

control).

2. AR AR

2. Management of Archived Clinical Trial Documents

WRAS : V10 KRAEHA : 2023538 29H FOM K 36N
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AIFEARRFH AR ARG (WE). F\HETR R, N
SR, HARLBIEHE; HAFTRATI (FrAFTH (B#ET THER
#. GCP #ill. KALFIIHNEF). BH B EBGEFR A LR,
ZorrE, AEHEE (HANE. 2 (BERR). 2KEE. EALExR (Z
Fh. S0EE). AEEIEAERE. REMFREICK. BEEX. B,
WRILEK (EYEFYRLECRE): £EMFELAEE (RE. LHE. BF (6
R, FRsh ). SR, Bl (EMEFMLEEILRT); ZRAEEH
X (CEIAMUIBR. BILSECR): REREER. (RE. #BHRFILIO,

Including but not limited to preliminary study documents: overview of the study
site (if any), recruitment plan, ethics, emergency plan, qualification certificate of the
study facility, etc; investigator materials and training (investigator materials
(including division of labor authorization form, GCP training, job training records),
project initiation training and meeting minutes, and other training records), sample
signature seal; vaccine management (warehousing-in and warehousing-out,
transportation (temperature monitoring), distribution registration, usage records
(empty bottles/boxes, backup vaccines), cold chain management/cold chain
destruction, vaccine storage temperature records, humidity records, recovery and
destruction records (biological waste disposal records, etc.); biological sample
management (collection, processing and storage (storage temperature, storage
location), transportation and cold chain, reception (biological waste disposal records,
etc.); subject management documents (identification code table, randomization table);

equipment and facility management (calibration, repair and maintenance records).

3. AR R SE

3. Clinical Trial Implementation

&S : V1.0 fRABHS : 202335298 %10 W 3% 36 W
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BREEARRT: RETRIITHIRMNE. RERELR. mRKRKHRKSE
i XRENFREBEELLRE; ik, 8. AH. ZEEMN. BRIEX.
Hic &, KRR, BHIER. SAEME. FREY. SITBRMEIFAZ,
REMENA R F A0 R F F AR50 5 R0 B0 R R AR 1e R E MR

Including but not limited to: compliance of trial protocol execution, trial process
implementation, clinical trial serial number registration; the subject’s informed
consent form signing and process; examination and traceability of screening, physical
examination, enrollment, vaccination, observation records, diary cards, contact cards,
follow-up records, SAE reports, protocol violations, concomitant medications for
acute allergic reactions, safety and adverse event records, and other trial-related raw

data and original records.

9. B

IV. Issues Found

1. E A3 0 1]

1. Critical Issues: 0

2. ERKHERE 2 W

2. Issues of Intensive Concern: 2

Il & 1 A HE i

Issue 1 Inclusion and exclusion issue

HERRARAE 5: A ™ H L S 5O% S BT BBl ReCOV MBS} T

EpE P
; INERI RN L, AR, o S kK d R
ssue
B MR HEER. R8O, SRR
description

RAVFTEARRNE, WM. FHE. B2, WFRERER

fRAS : V1.0 MRAEHE : 2023£3 8298 F1URHHK36A
Version No.: V1.0 Version Date: March 29, 2023 Page 1 of 13
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M PR 22 A K

Exclusion criterion 5: Those with a history of severe allergic
diseases or allergic reactions that may worsen due to any
component of ReCOYV, such as allergic shock, allergic laryngeal
edema, allergic purpura, thrombocytopenic purpura, local
allergic necrosis reactions, or a history of severe adverse reactions
to any vaccine or drug, such as allergy, urticaria, eczema,
dyspnea, and angioneurotic edema.

> JRiES 301400244 ZiRXE, (HICRAE) TP FMKE
NAERRSE, RIALGZLAB; SFRPIFREH, RAN
ZR. FFEHRRIRIEE S,

» Subject with screening number 301400244: It was recorded in the
Visit Record Book that the subject was allergic to amoxicillin and
clavulanate potassium, manifested as multiple erythema throughout
the body, and allergic to fusafungine, manifested as suffocation, and

met exclusion criterion 3.

BYEEE | RN ARE R, RN AR AR
Rectification | Strengthen the training of investigators and strictly control the
measures | inclusion/exclusion criteria.
B2 | KA E
Issue 2 Sampling issue
® AulrH 20224 12 A 14 B, FEERL COVID-19 HIZikE
T8 RA TR RTPCR 0, ILG FINTRAEF LT . S RA
i8R | —HRENEREKT & (ERXERERNEL), 5RE—HOE
Issue +BREHA T (AL FAMAEA) . SeiEAS O WE+ S T 76 S
description | SEXE Gl RT-PCR, £5 £ AR A FEFHM LW T & HEL
EAE E XS0 A ;G0 2 S0 A W 45 SR g B A4 T 4 A )
WA T EAREERZEEFLRELAN. HE: FARERADET
BBAS VL0  hRAHHE: 2023%35 298 12 3% R
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i, JEREME T+ SARS-CoV-2 i HHE L e REFRAHE,
LILFEREFAE LG LR ZMA RT-PCR LR ZZAELRT
& COVID-19 itf, 3 RT-PCR &R AP, AIELKERHME
WA TIZERLRZMN, TRFERSHEL.

® Starting from December 14, 2022, when swabs need to be
collected from subjects suspected of COVID-19 for RT-PCR testing,
two swabs will be collected on the spot simultaneously. First, collect a
set of bilateral nasopharyngeal swabs for backup (sample for national
laboratory testing), and then collect a set of oral + nasopharyngeal
swabs (sample for local laboratory testing). First, send the oral +
nasopharyngeal swabs for RT-PCR testing in the local laboratory. If
the result is negative, there is no need to send the backup samples of
bilateral nasopharyngeal swabs to the national laboratory for testing;
if the local laboratory test results are positive, send the backup
samples of bilateral nasopharyngeal swabs to the national laboratory
for testing. Issue: After two sets of swabs are collected, the
SARS-CoV-2 virus load in the later collected swabs is lower than that
in the first collected sample. When the later collected sample is tested
in the local laboratory for RT-PCR to determine whether the subject
has COVID-19, if the RT-PCR result is negative and the first collected
nasopharyngeal swabs are not sent to the national laboratory for
testing, there may be missed diagnosis.

> ik 5 301400114 2K &, 2023 £ 1 A 11 H H I B
COVID-19 #HRAEAR, 1 A 13 H. 1 A 15 HFIRESHTERER
#l RT-PCR ¥ 8FAME, REZBEREOMHMAWFELAZEEFLEE
il .

» Subject with screening number 301400114 presented with
suspected COVID-19-related symptoms on January 11, 2023, and two

RAE : V1.0
Version No.: V1.0

IRABHA : 2023F3 8 29H 13 W H 3w A
Version Date: March 29, 2023 Page 1 of 13
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RT-PCR tests on January 13 and January 15 in the local laboratory
were both negative. The first collected bilateral nasopharyngeal
samples were not sent to the national laboratory for testing.

> ik 301400102 ZRA#F, 2022 £ 12 A 15 H H I EE B
COVID-19 AHRAEHR, 12 A 16 AFE L sLI E 7l RT-PCR ¥4
BATE, RIEFRENPINEMERFAZE E R LR =M.

» Subject with screening number 301400102 presented with
suspected COVID-19-related symptoms on December 15, 2022, and
the RT-PCR test on December 16 in the local laboratory was negative.
The first collected bilateral nasopharyngeal samples were not sent to

the national laboratory for testing.

B IEE
Rectification

measures

21 H R AT RT-PCR R4
Perform RT-PCR collection as required by the project.

3. —f&AE 11 3

3. Minor Issues: 11

HEL | ARFAERE S
Issue 1 Adverse event-related issue
® Jeic AE
® Missed recording of AEs
> LS 301400223 ZiX#E, 2023 4F 1 A 13 HEMHE 2 7K
WERE | RRE, HidRids1 A 14 H-14 H3LE, AREMHRK EDC
Issue wxRZARFMH, HKE.
description | > Subject with screening number 301400223 received the second
dose of the investigational vaccine on January 13, 2023, the diary card
recorded headache on January 14-14, while the adverse event form
and EDC did not record this adverse event. Please verify.
iRES : V10 MRA<EHA : 202353 8 295 % 14 T 3 36 I

Version No.: V1.0
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> RS 301400158 Zik#&, 2022 4F 11 A 27 HEME 1 7
e, 12 A 12 Hi#tfrE A B R v ke H IR 7 iER, ARE
4% K& EDC KiK. RUHEHIE R TIRiES 301400017 Zik&E &
JRIERE TSR 12 A 19 HIRAALELS.2023 £ 1 A 19 HIRA
RAEZ F1. 398 FiES 301400223 ZiXE & A ISR IC R 2023
F2 A 10 HERRES, RRIERESAREMNER, ERAELLE
BFAERICRI AT EE.

» Subject with screening number 301400158 received the first dose
of the investigational vaccine on November 27, 2022. On December
12, during weekly telephone follow-up, it was learnt that the subject
experienced fatigue, but the adverse event form and EDC did not
record it. Similar situations were also seen in subject with screening
number 301400017 (as shown by the weekly telephone follow-up
record, it was learnt that the subject experienced dizziness on
December 19 and asthenia and headache on January 19, 2023) and
subject with screening number 301400223 (as shown by the weekly
telephone follow-up record, it was learnt that the subject experienced
fatigue on February 10, 2023, but it was not recorded in the adverse
event form). The investigator was requested to verify whether there
was a possibility of missed recording.

® AR E{F R A A E

® Issue about determining the severity of adverse events

> W5 301400017 ZiA%, 5 2 KT HE Rid R HEM G5
1 RE S RHBESH REAL, &AREEAN S.5em, WFFEH =™
HEEAN %, 8 (M AER KRR REHIEERR
Ny EHRWRL 1 %: B 2.5-<Sem; 2 %: HE5-<10cm,
HMNCARE 2 . FRABMEHE I T7iE 5 301400098 Zik# -

» Subject with screening number 301400017: The Visit 2 diary card

[R#EE : V1.0
Version No.: V1.0

heAd<HEA : 2023F£3 8298 %15 W ¥ 36 |
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recorded that the subject experienced injection site redness, up to 5.5
cm in diameter on Days 1-5 after vaccination, and the investigator
judged the severity as grade 1. In the Guidelines for the Classification
of Adverse Events in Clinical Trials of Preventive Vaccines, grade |
injection site redness: diameter 2.5-<5 cm; grade 2: 5-<10 cm, the
event should be determined as grade 2. Similar situations were also
seen in subject with screening number 301400098.

> fRiES 301400017 ZiA&, 2022 4F 12 A 12 HEEME 2 Fli
Byt HiIdFIREBEMEE 1 RE 6 REIIEHRBMIK, &
AREBERKEBKKA S 4. 3. 25, 2, lem, HAFHEERE
A1 G LI (TR AR KRG A B0 HiE SR &
SRR 1 &: HA% 2.5-<Sem; 2 %: HEHAE 5-<10cm, #NH
E 2% HHh, ZAESRMEERA 12 A 18 H (B6K), M
AN12 716 Ho

» Subject with screening number 301400017 received the second
dose of the investigational vaccine on December 12, 2022, and the
diary card recorded that the subject experienced injection site swelling
on Days 1-6 after vaccination, with a diameter of 5, 4, 3, 2.5, 2 and 1
cm respectively, and the investigator judged the severity as grade 1. In
the Guidelines for the Classification of Adverse Events in Clinical
Trials of Preventive Vaccines, grade 1 injection site swelling: diameter
2.5-<5 cm; grade 2: 5-<10 cm, the event should be determined as
grade 2. In addition, the AE end time was recorded as December 18
(Day 6), which should actually be December 16.

> TS 301400114 Zik&, 2023 45 1 A 11 HHILEH. WU,
k. WAEEER, PREMFRICK AE: SERFRGERBRY,

IEE 1 A 11 B-21 H, %57, MEREAN 1. HERN

2HRESH, & (FARERKREARFHTR) PHE

a5 : V1.0
Version No.: V1.0
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AREM 1% ENEREMAE, AEWES), EHET: 24:
BENPEENZR, TREERLS. FARHRNFTRERT.

» Subject with screening number 301400114 experienced
symptoms such as fever, myalgia, headache and sore throat on
January 11, 2023, and the adverse event form recorded an AE: acute
respiratory virus infection, the start and end time was January 11-21,
drug treatment, grade 1 in severity. It would be more reasonable to
judge the event as grade 2. Note: In the Guidelines for the
Classification of Adverse Events in Clinical Trials of Preventive
Vaccines, grade 1 other adverse events: transient or mild discomfort,
not affecting activity and not requiring treatment; grade 2: mild or
moderate activity restriction, which may require medical attention, not
require or only require mild treatment.

> kS 301400305 ZikE, 2023 4£2 A 6 HEME 3 /AR
#ewi, HicFiCFx2 A 6 HE 8 HHIEMN REBES, mAER
5CM; BrREHIE 1 K. R¥E (FP7 AR E K AEA R F 42
Fra RN ) ESREEELS 2 & H#E 5-<10CM, A RFF™
HRRENHAE 2 $. FUUMEIIE R THiES 301400158 Zik# .
» Subject with screening number received the third dose of the
investigational vaccine on February 6, 2023, and the diary card
recorded injection site induration on February 6-8, up to 5 cm in
diameter, which was judged as grade 1 by the investigator. In the
Guidelines for the Classification of Adverse Events in Clinical Trials
of Preventive Vaccines, grade 2 injection site induration: diameter
5-<10 cm, the severity of this event should be determined as grade 2.
Similar situations were also seen in subject with screening number
301400158.

> fik S 301400071 Zik#&, 2023 £ 1 A 9 HEEME 3 /iK%

IR#ES : V1.0
Version No.: V1.0

ARAEHE : 2023535298 17 W 3t 36 W
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B, HiLFiEx 1 A 10 HHIENRBHESS, &K 10CM. B
FREHEERE 2 K. RE (HBAZEIRKIREA R F 55
ZigFEN) EGHREESLS 3 % HE>10CM 2L F>100cm?.
BARFHEHBERENA 3 K.

» Subject with screening number 301400071 received the third dose
of the investigational vaccine on January 9, 2023. The diary card
recorded injection site induration on January 10, up to 10 cm in
diameter, and the severity was judged as grade 2 by the investigator.
In the Guidelines for the Classification of Adverse Events in Clinical
Trials of Preventive Vaccines, grade 3 injection site induration:
diameter > 10 cm or area >100 cm?, the severity of this event should

be grade 3.

| o FRBHATFEEE

® Adverse event recording issue

> S 301400017 3ZiX4&, 2022 4F 12 A 12 HEEMH 2 #1K
Rewy, HidRidFk 12 A 13 H-18 HEHARFH-EFHAR,
MAELRESRFHERD, FENEARFMHR LCRHITTE
FAE IR A RERIEMER. 2 MERZRECRIOAR
i, NMicFBEH, MAEREZRE R HIEN RO, . 5E,
HFH R R AR REFE.

» Subject with screening number 301400017 received the second
dose of the investigational vaccine on December 12, 2022, and the
diary card recorded an adverse event—cellulitis on December 13-18.
The investigator recorded it in the adverse event form, and later
recorded “re-determination was performed” in the adverse event form
and crossed out this adverse event. Recommendation: The reason for
deleting adverse events recorded by the subject should be recorded,

such as “after verification, the subject only had injection site redness,
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swelling and pain, but it was misunderstood as cellulitis”.

> %S 301400211 Zik#, 2022 4 12 A 16 HEMEE 1 7k
B, Hid FERMEHRHIERRTEE, TAREHE
F 2023 2 A 14 HiZR 7 A RFH—ES RABARE, I E
12 317HZE 12 A 29 H. &%, 12 A 23 HETEABREHN
BRI AE, ZIXERCRAHL R L. BB AE K EIED
MR A B ILRAE (L xRE) EERFEGIER (HERAEY
REEENARFAMIERAL, RN, “EEEFRILR).
HAUE LT LT IRE S 301400336, 301400045 i .

» Subject with screening number 301400211 received the first dose
of the investigational vaccine on December 16, 2022. The diary card
recorded that the subject did not experience injection site pain during
the solicitation period, while the adverse event form recorded an
adverse event—injection site pain on February 14, 2023, and the start
and end time was December 17-29. After verification, this AE was
learnt during the weekly telephone visit on December 23, and the
subject did not record it in the diary card. The investigator is advised
to record the content learnt through telephone visits in the Visit Record
Book as original record (as the “remarks” column of the weekly
follow-up form does not record adverse events completely. For
example, correlation and severity are not recorded). Similar situations

were also found in subjects with screening numbers 301400336 and
301400045,

> THiES 301400244 ZiRE, 2022 4 12 A 17 HEME 1 7k
B . HidRid®k 12 A 17 H-12 A 21 HiEs RE&E. B,
Bk, 12 B 17 H-17 H3kJ#, 2023 1 A 13 B-15 HEH R #HE
&, . MK, 1 A 14 H-14 HEHSREH AL, 1 A 13 H-17
HES . ARFHERK EDC IERES 7 HA & L £ 12
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H 17 H-12 A 21 H, ARARFHHEFILHBSIERAHEFEF
IEA#AREE 2 K. ARFMHEFLEABIERA—B. KUFHRIERL
Ti%1ES 301400017, 301400251 301400305, 301400268 2 il -
» Subject with screening number 301400244 received the first dose
of the investigational vaccine on December 17, 2022. The diary card
recorded injection site pain, induration and swelling on December
17-21, headache on December 17-17, injection site pain, induration
and swelling on January 13-15, 2023, injection site redness on
January 14-14, and fatigue on January 13-17. The adverse event form
and EDC recorded that the start and end time of injection site pain
was December 17-21, while the stop date of all other adverse events
was recorded as the next day of the stop date in the diary card. The
adverse event stop date records were inconsistent. Similar situations
were also seen in subjects with screening numbers 301400017,
301400251, 301400305 and 301400268.

> TS 301400098 Zik#, 2022 4 12 A 16 HEME 2 7k
KoRew, Hid FicFER 30 280N HIWES RMA L, B4 lom,
AREHFICFKAERE | K. %W (FPAHZE KRR A
REMFTRIESEN) EHEHAL 1 HK: B 2.5-<5em. K&
1%, ARERARFEMH.

» Subject with screening number 301400098 received the second
dose of the investigational vaccine on December 16, 2022. The diary
card recorded that the subject experienced injection site redness
within 30 minutes after vaccination, 1 ¢m in diameter. The adverse
event form recorded the severity as grade 1. In the Guidelines for the
Classification of Adverse Events in Clinical Trials of Preventive
Vaccines, grade 1 injection site redness: diameter 2.5-< 5 cm. The

event did not reach grade 1, so it should not have been recorded as an
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adverse event.

> JREES 301400071 ZiAF, 2022 4 11 A 25 H¥EME 1 7k
W, 11 A26H-12 A 2 BRIR, EXRASREN, TEEE
1%, 12 A 19 B 2 gk, ZRELEHIEFRIEK 12
A 19 HHBRR”, MHEERE 3 X, RTHERA2 (BWET),
BrRERBITERBEON 1 CRIGT), Bx: KRIRKEE &R
SRR IRLE, TEEERNOH, BT 1, RIEFKASRE .
MAREBCRZAELCEIBTHER, MICREENEE, FFRi%
bR AESALHB . HEAHTERRFEE, ANHERRETT
HYFI, BT RRRERK, BREFARNREM.

» Subject with screening number 301400071 received the first dose
of the investigational vaccine on November 25, 2022, and had
insomnia from November 26 to December 2, which was recorded as
an adverse event, grade 1 in severity. The subject received the second
dose of the investigational vaccine on December 19, and recorded
“insomnia” in the diary card on December 19, grade 3 in severity.
Treatment status was 2 (drug treatment). The investigator modified
the treatment status to 1 (no treatment), and recorded the
determination that the insomnia was a long-term intermittent medical
history and not related to the trial, the severity was 0, treatment status
was 1, and did not record it as an adverse event. Before modifying the
treatment recorded by the subject, the investigator should record the
verification process, and ask the subject to sign and date it. If the
subject had a history of insomnia before enrollment, and received
drug intervention after enrollment, the treatment changed, and it
should also be recorded as an adverse event.

® AR EAARMEA E 8

® Issue about determining the correlation of adverse events
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> kS 301400017 ZikE, 2022 4 12 A 12 HEME 2 7k
g, HidRid® 12 A 13 BBk, MM AT
Ko BWR M ARG LS S AMEEERR, BREAREHA
EHERFEKATHE, HE TR RKFEATES -

» Subject with screening number 301400017 received the second
dose of the investigational vaccine on December 12, 2022. The diary
card recorded that the subject experienced cough on December 13,
and the correlation was determined to be unlikely related. Cough was
a known potential risk of vaccination of the investigational vaccine,
and it was not indicated whether it may be caused by other diseases.
The basis for judging “unlikely related” was insufficient.

> JRES 301400017 ZiA#&, 2022 4 11 A 19 HEEME 1 #)K
Wpew, HidRigx 11 A 19 H-19 B, HERATGEER, 11
A 22 B-23 HXYE, HEMRMTREAR: 12 A 12 HEME 2 7
RIGEEH, HidFidF 12 A 13 H-13 BEF, HEMEEX, 12
A 15 H-16 HXTi9E, HERTRER R, &I RAERMH € RN,
HEEEMERHIEY . KT, HEEERRESHE.

» Subject with screening number 301400017 received the first dose
of the investigational vaccine on November 19, 2022. The diary card
recorded that the subject experienced fatigue on November 19-19
(which was determined to be probably related) anﬂ arthralgia on
November 22-23 (which was determined to be probably related). The
subject received the second dose of the investigational vaccine on
December 13. The diary card recorded that the subject experienced
fatigue on December 13-13 (which was determined to be possibly
related) and arthralgia on December 15-16 (which was determined to
be possibly related). According to the correlation determination

principle in the protocol, since fatigue and arthralgia recurred after
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re-vaccination, it would be more reasonable to determine them as
“definitely related”.

> &S 301400017 ZiA#E, 2022 4 12 F 12 HEME 2 7k
R, 12 A 13 H-13 B HBLEM. FWREME, MHPERE N
Rex. Eh. FRAEMERARLZAEPIEEES RS, &
JR5 1 REFHBL, H5E Al BETC R ARTE K& -

» Subject with screening number 301400017 received the second
dose of the investigational vaccine on December 12 and experienced
constipation and dysphagia on December 13-13, and the correlation
was determined to be unlikely related. Constipation and dysphagia
were solicited adverse events for the investigational vaccine and
occurred on Day 1 after vaccination, but the basis for determining
them as “unlikely related” was not specified.

> IES 301400449 ZiAHE, 2023 4F 1 A 14 HEFME 1 /1K %
R, 1 A 15 HHIERE. WURHERE T 1 A 20 HBEREILE
MALE, HEFARILR, EEHN ERESE 6 X) EREAR
J R 5 BT BE TE 5 AR E B AR HE

» Subject with screening number 301400449 received the first dose
of the investigational vaccine on January 14, 2023, and experienced
headache and myalgia on January 15, which disappeared and recurred
on January 20, but were determined to be unlikely related. The basis
for determining solicited adverse reactions within the solicitation
period (Day 6 after vaccination) as “unlikely related” was not
specified.

> JRES 301400088 ZiRE, 2022 4F 11 A 25 HEEME 1 7Kk
B, 128181 H GEMES 6K HILKHE, FlEr ke
Ko SkIBREFPA RGN R B O AN A E XS, AESEHAA LKA,
HAREHREHEERRFEHIATRE, HE T RERKTEATES .
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» Subject with screening number 301400088 received the first dose
of the investigational vaccine on November 25, 2022, and experienced
headache on December 1-1 (Day 6 after vaccination), which was
determined to be unlikely related. Headache was a known potential
risk of vaccination of the investigational vaccine and occurred during
the solicitation period, and it was not indicated whether it may be
caused by other diseases. The basis for judging “unlikely related” was

insufficient.

BEEE
Rectification

measures

IWHAZA B HIFC R, BORIFFE HIE . R & EDC RAK—E
.

Carefully verify the investigator’s judgment and record it to ensure
that the investigator’s judgment, transcription and EDC entry were

consistent.

] & 2

Issue 2

EDC 3R A [ /&
EDC entry issue

i A iR
Issue

description

® {5 301400098 ZiX#E, 2 KUTMHIEFRIER 11 A 25
H-12 A 2 H B BESH RIS, RKER Sem, ARFARICK
BN 2 %, EDCFAAN 1 K.

® Subject with screening number 301400098: The Visit 2 diary card
recorded that the subject experienced injection site induration from
November 25 to December 2, up to 5 cm in diameter. The adverse
event form recorded the severity as grade 2, while the EDC entry was
grade 1.

® (RS 3014000251 Zik#E, 2022 4 12 A 17 HEMEE 1 7k
WREH, ARIFMRICE 12 A 18 H-19 B, EDC XAFIE
mflE% 18 H; 12 A 17 H-20 HiEH & A&SE, EDC RAF LR
64 19 H.

® Subject with screening number 3014000251 received the first
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dose of the investigational vaccine on December 17, 2022. The
adverse event form recorded myalgia on December 8-19, while the
EDC entry showed that the end time was December 18; for injection
site itching on December 17-20, the EDC entry showed that the end
time was December 19.

® (fii£ 53014000715 iA#%, 20224127 19 H M S 27150 %
H, HIZRICRI12A26H HEmk, Motk € AT sef k; 2023
FIAHAAEREAR IR ZWEE KBEF KX, EDC
Vi HER K.

® Subject with screening number 301400071 received the second
dose of the investigational vaccine on December 19, 2022. The diary
card recorded that the subject experienced cough on December 26,
and the correlation was determined to be possibly related. On January
23, 2023 when filling out the adverse event form, the investigator
judged cough as highly likely to be related, but EDC entry was still
“possibly related”.

® £ 53014003055ZiX#, 20224124 18 HEF 5 17150 7%
B, HidRiExR12A19H Z23H HIM KA R EHRILRK™EHRE
FEA2% . EDCRANIH, FKAHIR.

® Subject with screening number 301400305 received the first dose
of the investigational vaccine on December 18, 2022. The diary card
recorded that the subject experienced swelling from December 19 to
December 23, and the adverse event form recorded the severity as
grade 2, while the EDC entry was grade 1, which was an entry error.

® it S 301400305 ZiA#E, 2022 4 12 A 18 HEME 1 7k
KRw, HidFicx 12 A 19 HE 22 HHIET , AREMAFRIC
XEEBEEA2%. EDCRARN1HK, FKANEIR.

® Subject with screening number 301400305 received the first dose
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of the investigational vaccine on December 18, 2022. The diary card
recorded that the subject experienced fatigue from December 19 to
December 22, and the adverse event form recorded the severity as
grade 2, while the EDC entry was grade 1, which was an entry error.

® it S 301400196 Zik#&, 2022 F 12 A 16 HEMH 1 7k
KR, 12 A 16 HE 19 HHIES LA, HAEREAR
HRIDRZ AE ML RN 12 A 19 H, EDC RAZ RIS [EA
2022 12 A 18 H.

® Subject with screening number 301400196 received the first dose
of the investigational vaccine on December 16, 2022, and experienced
injection site pain from December 16 to December 19. The
investigator recorded the AE end time as December 19 when filling
out the adverse event form, while the end time entered in the EDC

was December 18, 2022.

B |
EDC 3R K i e
Rectification
EDC entry should be timely and accurate.
measures
‘ FRFAESHERERA 5
I & 3
Inconsistency between the adverse event form and diary card
Issue 3
records
® ik S 301400098 ZiX#E, 2022 4F 11 A 25 HEME 1 Alik
W H, ZREERERICR 11 A 25 H-12 A 2 HHIES, ™
| EERE % FREARITRERE 2 4.
v A R
® Subject with screening number 301400098 received the first dose
Issue
of the investigational vaccine on November 25, 2022. The subject
description
recorded fatigue from November 25 to December 2 in the diary card,
grade 1 in severity. The adverse event form recorded severity as grade
2
R4S : V1.0 hR#&E88 : 2023538 29H 2 W 3w A
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® ik S 301400399 Zik#E, 2023 42 A 8 HEME 3 ikl
ZH, HicFid%x2 A 4 BE 15 HHIER”, mEEE 24,
AREHRSE EDC LR ZARFHTEHERAN 1 K.

® Subject with screening number 301400399 received the third dose
of the investigational vaccine on February 8, 2023. The diary card
recorded “anxiety” from February 14 to February 15, grade 2 in
severity. The adverse event form and EDC recorded the severity of the

adverse event as grade 1.

BT
Rectification

measures

4 X i R SR AERA

Carefully check to ensure that the records are accurate.

] & 4

Issue 4

COVID-19 %5 42 ] 3t

COVID-19 case classification issue

) ke
Issue

description

J7 R ETE A WA NMPA T 2022 £ 3 A 15 H KA 89 B
(COVID-19 Wi FGT R GRATHE 9 D) X COVID-19 7% 5
BATE. HPRA. RRIEREM, BRERDMRENA; ¥
B HR#A. WREERS, BRETRMREN. HES
301400244 ZiX#F, 2023 2 A 3 HEMSE 3 FlRAKEH. 2 A
19 HEBUE ., FEH. %M. #I%E, RT-PCRERMME, 2H
COVID-19. AR#ATHBR AR ERIMA S B AR . B EIL
FAEBRESR (ERRMH), UXHAHRTEEFRE. X T
B EIGRAERE, R, RKARFEREEK, BIGHITER
FRE, AW EREITRRE TSR ROMFE LT
%5 301400117 Zik# .

The protocol stipulates that investigators should classify

COVID-19 cases according to the latest COVID-19 Diagnosis and
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Treatment Protocol (Trial Version 9) released by the NMPA on
March 15, 2022, wherein mild: mild clinical symptoms, no signs of
pneumonia on imaging; moderate: with fever and respiratory
symptoms, etc., and signs of pneumonia on imaging. Subject with
screening number 301400244 received the third dose of the
investigational vaccine on February 3, 2023, and experienced fever,
chills, cough and nasal obstruction on February 9. The RT-PCR result
was positive, and the subject was diagnosed with COVID-19, and
clinically classified as mild without imaging examinations. It is
recommended that investigators record the results of physical
examination (focusing on lungs) to support the exemption of imaging
examination. For patients with significant clinical symptoms, such as
cough and fever, which last for a long time, it is recommended to
perform imaging examination to provide sufficient basis for the
severity grading of the case. Similar situations were also seen in

subject with screening number 301400117.

KHE (COVID-19 Wi AIGIT R GRITE 9 D) FrifE, B

BGEiE BEREATFR, EFRETRASE.
Rectification | According to the COVID-19 Diagnosis and Treatment Protocol (Trial
measures Version 9), perform accurate clinical classification through necessary
technical means.
5] & 5 e
Issue 5 Recording issue
&S : V10 WRAEER : 2023535298 %28 W3t 36 I
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i R A
Issue

description

® [HikS 301400122 ZiX#E, 2022 4 12 A 20 HEFE 2 Ak
By, (e RR) 8 3 WM EBEMEB T, B3R TR
BeFheflE]: 202241 A 24 H. 1IEREIR, NF 2023 F 1 A 24
H.

® Subject with screening number 301400122 received the second
dose of the investigational vaccine on December 20, 2022. In the
explanation for delayed vaccination at Visit 3 in the Visit Record
Book, the time of the next vaccination was recorded as January 24,
2022, which was a mistake. It should be January 24, 2023.

o kS 301400244 Z k&, COVID-19 B FAE R F L FE XK
UG K RT-PCR %5, HEEAGEEECLHLK =, KT
® Subject with screening number 301400244: The national
laboratory’s RT-PCR report was recorded in the COVID-19 case
assessment form, but “sent to the local laboratory” was checked
for the sample. Please verify.

® fiiik 5 301400117 Zik&, 2022 4 12 A 21 H HIFEMU
COVID-19 #<fEIR, 12 A 23 H Z3#5E50 = RT-PCR FHE/EIEF
A Z EF LW E.COVID-19 M PITFMARICFIZE R LR ZMFFA
RO+ BRR T, SERBERPRETXAR, HEE.

® Subject with screening number 301400117 presented with
suspected COVID-19-related symptoms on December 21, 2022, and
the samples were sent to the national laboratory after the RT-PCR
result in the local laboratory was positive on December 23. The
COVID-19 case assessment form recorded that the samples sent to the
national laboratory were oral + nasopharyngeal swabs, which did not
conform to the sampling method required for the trial. Please verify.

® ik S 301400062 ZiX#E, V3 (20224 12 A 16 H) #HMEH
2 FRRE R, (HHIEFE) FIEFRIAR V4 BN 2023 4 1
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A 14 H, &K\HRER V4 (V321 KD BT HIIR A 2023 4 1
Ae6H, AMEHIEEHN20234F1 8 14 H, HEHEERE.

® Subject with screening number 301400062 received the second
dose of the investigational vaccine at Visit 3 (December 16, 2022).
The appointed V4 date recorded in the Visit Record Book was January
14, 2023. According to the protocol requirement, the V4 (V3 + 21
days) date should be January 6, 2023. Why was the date accurately
determined to be January 14, 2023 beyond the window? Please give a

reasonable explanation.

ByUE | BROT RO R R, HEmtE. e
Rectification | Ensure the timeliness, accuracy and completeness of study data
measures | records.
i & 6 H g+ [ &
Issue 6 Diary card issue
® kS 301400211 Zik#&, 2022 4 12 A 16 HEME 1 /K
e, HidRidxHE 12 A 16 HE 23 HE 4R 7 36.6TC,
ELE T RIFE—B, WAE S ZAERLH ARG ALNAR.
® Subject with screening number 301400211 received the first dose
of the investigational vaccine on December 16, 2022. The diary card
recorded the body temperature everyday from December 16 to
e L 4 3R
December 23 was all 36.6 C, consistent for 7 consecutive 7 days. The
ok investigator is requested to verify and confirm with the investigator
description
whether the body temperature was actually measured body
temperature.
® LS 301400449 ZiRE, V¥ 3 Hid+ (JHES) A AIE
RIEE.
® Subject with screening number 301400449: The contact number
in the Visit 3 diary card (unsolicited) was not filled in.
WAS: V10  HRABH: 2023538298 %30 W36 A
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® it S 301400090 ZiR%E , 5 3 KL R A HH Hig R 3k
fESE), T5ASE 2 KUTHRBIC & (GHESR) IEXES 3 FEMH
RARAEMEESEAN RFM4 . ROUFRIE R T 7% S 301400084

301400132, 301400017, 301400251, 301400114, 301400045 .

301400058, 301400268, 301400088 SZiX#&. HREXR: /M3
TR TEI: BWEFEMNE 7 RAMEREEAREHOH
ERMEREMNEES 2 AR RERNAFEEES RS4RI H
LR, KBCGHEIZIAE LR TIERS 2 fEME 7 RNAEE
RMEREA REMHMES 3 FIEM AT ENIFERES RFEA.

® Subject with screening number 301400090: No new diary card
was distributed at Visit 3 (unsolicited), and the subject was still using
the Visit 2 diary card (unsolicited) to record unsolicited adverse events
that occurred before the third dose of vaccination. Similar subjects
were also seen in subjects with screening numbers 301400084,
301400132, 301400017, 301400251, 301400114, 301400045,
301400058, 301400268 and 301400088. Protocol requirement: the
following items should be completed at Visit 3: the diary card on
solicited adverse events within 7 days after the first vaccination and
diary card on unsolicited adverse events that occur after the first dose
and after the second dose of vaccination should be recovered, and a
new subject diary card should be distributed to record solicited
adverse events that occur within 7 days after the second dose of
vaccination and unsolicited adverse events that occur before the third

dose of vaccination.

BUa e HEZAELERESHIE R, ROaAAEFZHICREE.
Rectification | Educate subjects to fill out diary cards as required, and improve the
measures | quality of the investigator’s review of diary cards.
B 7| Bk
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issue 7 Data issue
fRiiES 301400130 Zik#E, 2022 4 11 A 26 H&MifE, HRXK
R, BB P REAREN A 0: 2004 5 8 A 26 H 16: 12,
R | L.
Issue Subject with screening number 301400130 participated in screening
Qencription on November 26, 2022, and nuclear acid sampling was performed on
the same day. The sample collection time was 16:12 on August 26,
2004 in the nuclear acid report. Please verify.
BYER | ERRE.
Rectification | Collect the test report.
measures
HE8 | BEE
Issue 8 Modification issue
® ik S 301400058 ZiX#, 2022 4 11 A 20 H 18: 37 &M%
1 FRR R, L RAICRAE P LR WS [E A 19: 05,
BECN 19: 07. BEET AR WE 30 28 IESR, BdUamH N
2230 7rBHAVESR, BEEBSIES.
® Subject with screening number 301400058 received the first dose
of the investigational vaccine at 18:37 on November 20, 2022. The
i) @i H#4aiR | Visit Record Book recorded that the end time of observation at this site
Issue was 19:05, which was modified to 19:07. It did not meet the
description | requirement for 30-minute observation before modification, and met
the requirement after modification. It is recommended to specify the
reason for modification.
® ik S 301400268 ZikE, MEFAEFRERABHENLZL
H b HERHANT, TEHAELLHB.
® Subject with screening number 301400268: In the informed
consent form, “Yes” was changed to “No” for “whether you agree to
R4S : V1.0 FRA~EHHA : 202353 B 29H HF 3R W H3wRA
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enter the immunogenicity subgroup” in the informed consent form,

but there was no signature or date of the modifier.

BYERE | neExa et R EFR I, RERET B
Rectification | Strengthen training of investigators, and standardized modifications as
measures | required.
FEE9 | PR A
Issue 9 Traceability issue
® KIGRIEIRIAL R B AR S R .
® No photos of urine pregnancy test results were retained at this
IR | site.
Issue ® AdulHTfES 301400160 X HI ALK Z A E R EFREH
description | JFAGIZ5 FAE Fr .
@ The photos of rapid antigen test results of subjects enrolled before
screening number 301400160 at this site were not retained.
BIE
RERELHE, ZEEHEF.
Rectification
Take photos as required, and properly retain the photos.
measures
10 | SO
Issue 10 Files issue
o WHEHEE. AMREMHAILAAFF3014F LHIZERICK,
BHEDEARY IR EIRE A = iR
; ) ® Vaccine management issue. There were records of transportation
e J iR
from the Russian distribution company to Site 3014, but no records of
Issue
transportation from China to the Russian vaccine distribution
description
company were found.
® JECROE LI,
® There was no CRO’s business license.
WAS: V10  KRABH: 202338298 SRR
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By
WA FE B AL
Rectification
Collect supplementary data.
measures
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FIEEER
Quality Control Signature Page

FREEAREH :

Quality control personnel’s statement:
MRERIFERENHESRIARATDNRZEARRTIRIES REHEFR
B RUEFERENRE LMER TR S,

This report has been independently written by the quality control personnel of Beijing

Kangxin Kewei Medical Technology Co., Ltd., and completed only based on the actual

situation of the project entrusted by the sponsor for quality control.
R ARRARMNEHEAR R RS BRI TO BRI LRE A
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The quality control personnel are only responsible for truthfully describing all issues

discovered during this quality control and making necessary factual statements, and do not

assume any responsibility for any issues that have occurred or been discovered.
FEREFEXERIIRBUIE , IFEEEXK , FERE,
The relevant information in the quality control report involves commercial secrets and

shall not be disclosed unless required by law.
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The quality control report is only for the reference of the commissioning party for this

quality control.

BRI SRR R RN R RER BES RSB IRATMRE.

The copyright and final interpretation right of the quality control report belong to

Beijing Kangxin Kewei Medical Technology Co., Ltd.
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