Clinical Study Title page

Study Drug or Medical Device " Cold Plasma Device IEM

Study Code Bl - NTP — 001

Protocol Version, Umnmf

Protesol ._._n_mﬂ and the efficacy. Case studies.

Therapeutic Area

' IEMCASv.v.i.
Videriska 1083, 142 20 Prague
Czech Republic

Study Sponsor

Sponsor’s Contact

Sponsor’s Clinical Study z_m:mmm_.:
| MUDr. Bretislav Lipovy, PhD.

Sponsor’s Study Physician

CRO Name and _.oomaoj

Peter Bauer, MD, PhD

CRO’s Project _<_m_=m_ma_.ﬁ

CRO’s monitor A0m>: Peter Bauer, MD, PhD

dermatology, w:@m? a_mcmﬁo_m@w‘

PharmDr. Sarka Kubinova, PhD.

4 — Kré

Bioinova, s.r.o., UEM AV CR - IBC, Videriska 1083, Praha 4, 142 20

Reducing microbial burden in acute wounds using non-thermal plasma to assess the safety |

Number of selected | Expected number of |  Targeted number of Targeted number of
Country ) . . . ‘
sites screened subjects | randomised subjects | completed subjects
Study Sites and Subjects Managed by CRO
Czech
Republic 1 25-30 20 20
CAand EC CA, EC approvals Recruitment Study treatment period Data cleaning,
submissions & Site Initiations period (LPO date) Statistic & Report
Planned timelines of the study
11-12/12017 01-02/2018 03-05/2018 03-05/2018 06/2018
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Study Specifications

Study specifications

ACTIVITIES CRO |Sponsor| NA ”MMHM
A. STUDY DOCUMENTS
1 BASIC STUDY DESIGN X
\M PROTOCOL N - :‘\\:I\M\ | ‘ - - o o
Jw LOCAL >_u>_ud.>._._oz 0_u _U_NO._.OOO_u - x‘ | | - - - - -
4 PROTOCOL >_smzc_smz._.m . x || : m..ﬂs\:m: mﬂm_m.mc\_m‘! - - - -
| s RANDOMIZATIONSCHEDULE | | | | | - S
‘m _<_>m._.mw _z_uom_smc O\Osz\_z‘ﬂ_momg A_OJ o x || N ‘m\cmmomma‘& be in m:,o__m: - - - -
m _-On>_. >_u>_u._.>._._oz O_u ICF - B3 X r B ?M_‘Lm_:@ Czech translation E:_Mm\w\uﬂ.n‘vﬂmma _=O‘Nmmr\mﬂ6ma< U<\$m‘m‘mo:momv‘\ - -
M \ w>0x-._._~>zm_|>._._oz O_u _|OO>_|‘_\m_u‘11 e x‘ | 0 To nﬂmw\m\sﬂ‘m_@ mxv_m_: _mowaoa_:om\:m:\m
\W\\\ CRF Umw_Oz - o ‘ X o - - - - - - -
3:1 \W:\&.MO._. 3:: or _Smn Dev. Wmu_mﬁqwﬂmwvmvv | ox | ; N ohlaseni Kz SUKLu v geském am_ch N_u - - ]
(11 PATIENTDIARY 1 Ifapplicable
_‘N}\ _u>._._mz._. Ocmm._.\_Ozz>=~m (1) - o e - If mvn__omc_m - - o -
_u\\ _u>._._m24. Dcmm._._Ozz>=~m (2) - | o - If mu_u__omc_m - - - N o
M‘ _z<mm._._0>._.o_~ FILE - - x | - I - - -
1S USERMANUALTOIP/MEDICALDEVCE | | | [ | S
\H‘mwl PRINTING OF STUDY DOCUMENTS | | 1T | - - - - - ]
17 DOCUMENTDELIVERY TOSITE/TOSPONSOR | | | | B ‘ -
;s  TRANSLATION INLOCALLANGUAGEofany | | | | - e
document provided in other language
Mw\ m._.CU< g>zc>.. - :‘mut:omw_m ‘ N - \ B - : . -
Nz - \__‘amuz_._.ow_zo —ur>l S 1 x | N o - S ]
!N_\‘ NEWSLETTERS - | N \ S - -
2 ADVERTSINGTOOLS | | | ‘ I o o
Mw _u_._>_az_>0_m._. FILE | B - ‘ B - -
B. DRUG SUPPLY AND INVENTORY MANAGEMENT, BIOLOGICAL SAMPLES
1 SUPPLY TEST DRUG / MEDICAL DEVICE
2 PACKAGE DRUG \>m:mm==\_.uM.<U‘m<_o‘m:i ] o - o ‘
| 3 LABEL _w_aco ) ‘ | | i ) - - o o
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ACTIVITIES

CRO

Sponsor

NA

External
provider

4 LOCAL LAB management

COORDINATION OF BIOLOGICAL SAMPLES SHIPMENT
BETWEEN SITES AND CENTRAL DEPO

SHIP USED/UNUSED DRUGS mxo,z_ SITES TO SPONSOR,
PERFORM IP ACCOUNTABILITY

C.

REGULATORY ACTIVITIES

1 ETHICS COMMITTEE(s) - initial

Initial submission plus communication until resolution of queries & approval/ (unless rejected]

1b

ETHICS COMMITTEE(s) - amendments

Amendment(s) submission, as above

2 COMPETENT AUTHORITY - initial

Initial submission plus communication until resolution of queries & approval/ (unless rejected]

2b

COMPETENT AUTHORITY - amendments

Amendment(s) submission, as above

3 INITIAL and FINAL REPORTS TO EC and CA

As per the local (Czech/Slovak) legal requirements

D.

STUDY SET-UP ACTIVITIES

1 IDENTIFY INVESTIGATIONAL SITE(S)

NEGOTIATE and/or CONCLUDE Clinical Trial
AGREEMENTSs

3 SET UP INVESTIGATOR FILEs

4 ICF printing and distribution

wn

SITE PRE-SELECTION CONTACT AND VISIT

MEETINGS

1 INTERNAL MEETING

If CRO staff meeting needed

CRO/SPONSOR MEETING

INVESTIGATOR MEETING (Start up)

GCP Trainings (site staff)

CRA TRAINING

TELECONFERENCESs, WEBINARs

N | SN W -&‘w [

General study local supervision

F.

MONITORING
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ACTIVITIES

NA External

Sponsor provider

1 CONDUCT QUALIFICATION SITE VISITS

2 CONDUCT ON-SITE STUDY INITIATION VISITS

3 CONDUCT INTERIM MONITORING VISITS

4 CONDUCT STUDY CLOSURE VISITS

5 INVESTIGATORS FEE AND INVOICING MNGMT.

6

Sites oversight/communication between MVs

G.

GLOBAL PROJECT MANAGEMENT

1 GLOBAL PROJECT MANAGEMENT

H.

SAFETY REPORTING

1 SAE reporting

CLINICAL DATA MANAGEMENT + CRF

1 CLINICAL DATA MANAGEMENT + CRF

PROGRAMMING AND STATISTICS

1 PROGRAMMING AND STATISTICS

K.

STUDY CLOSURE ACTIVITIES

ARCHIVE, RETAIN, AND RETURN STUDY
DOCUMENTATION AND STUDY DATABASE

CLINICAL STUDY REPORT
END OF STUDY REPORT TO EC AND CA

L.

OTHER ACTIVITIES

1 OFFICE OVERHEAD costs
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CRO resources & rates

HOURLY DAILY
RESOURCES RATES RATES COMMENTS
Clinical Research Manager CRM 1100 K& 8 800 K& 8 working hours per 1 day
Clinical Research Associate | CRA 930 K¢ 7 440 K¢ 8 working hours per 1 day
|
Study Assistant / Data management 7 SA/DM 640 K& 5120 K& 8 working hours per 1 day

PASS-THROUGH COSTS

Mileage (company car) per 1 km

10 K&

Office overhead costs per month

4 900 K¢

for 1 FTE (full-time equivalent)
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