Clinical Trial Questionnaire
This questionnaire shall be used only for clinical trials 
to be conducted in Israel 
	Title of the trial:
	

	Protocol Number
	

	Trial inception date:
	

	Trial end date
	

	Trial Phase
	

	Sponsor:
	

	Principal investigator
:
	

	Number of Research Subjects 
	


Date: _________________________

Company: ________________________________
Signature: ________________________________
[image: image4.png]Please answer the following questions:
(To be filled in by the clinical trial manager or the responsible health care professional)

1| Has the study been approved by the national ethical committee in each trial country? | Yes [] No []

2 | Is the clinical trial drug listed on the pharma exclusion list (see on page 3)? Yes [] No []

3 | Does the study involve surgical activity? Yes [] No []

4 | inclusion criteria:

- Does the study include pregnant women? Yes [] | No[]
- Does the trial involve women of child bearing potential who are not obliged to take
any contraception measures? Yes [] | No [J
- Does the study include children (<18 years)? Yes [J No []
5 | Is the trial performed with invasive’ medical devices/implants? Yes [] | No [
6 | Is the route of administration intravenous/intra-arterielintrathecal*? Yes [ | no O

Does the study involve invasive removal and/or implantation of cells, organic tissue,
7 | organs, blood and/or bloodserum (beyond routine withdrawal of blood)? Yes (]| No O

Does the study involve any viruses, bacteria andor cells that have been genetically
8 | modified? Yes (] | No [J

9 | Does the study involve gentherapy or stem cells? Yes [] | No [J





[image: image1.png]Pharmaceutical Substances and Medical Devices Exclusion List

Pharma substances / products exclusion clause
i policy doss ot apply to any sctual or lleged PersonalInjury. Property Damage or Advertising Lisblity*
diroctly o indirectly arsing ot o the following products and/or substances in whatover form snd without
fimitaion, including any salt. racomic mixturs or snantiomer derived from or containing auch products and /or
‘ubstances and/or sny produot containing such substances or salts irsepective of the generc, brand,
‘commercsl, chemical or rade nems.
‘Active pharmaceutioa Ingrodient (API)/Class of APls ATC Code
S-aipha reduotsse inhbitors Goace.
Hydrony-quinolines Po1As
pr— 022501
Amfstaming NosAO1
Amiodarons CoiBD01
Arpiprazole NoSAX12
Astemizole ROBAXTT
Bancbromarans M04AB0%
Biophosphonstes MosEA.
Bortszomib Lonoe2
Brantuimsb vedotin Loixciz
Bromfanse soiectt
Buferamac MO1AB17, MO2AA09
Bulomadil ‘coaax20
Bupropion (slso known o2 smisbutamons) [
Butorphanol No2#FOT

Carivsstatin Cl0a206
Cisspride ‘A03FA02
Clozspine NosAHo2
Contrsceptives Goz
Cox2 Inhibitors MotaR
Dopamine sgonists NoasC
Dabigstren BOTAED7

Daclizumab_ _LodAco1_
Dexanfatamine NosBA02
Deanfluraming 4088203
Dextror/Proporyphens. No2Aco3
Disthylstlbsctrol (DES) 'G03CB02, GO3CC05, L02AA01
Divact factor Xa inhibitors BO1AF
Donepezil "NoGDAG2
DPP-4 Inhitor Atoer
Drospirencns Goaar12
Encainide Coiecos
Ephodrine / Pooudosphedrine 'A0BAAS6, ROTBA02
Exogabine (Retigabine] Nosax21
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Fanfluraming 088802
Flosequinan CoiEot
Fluoroquinolones. Jo1vA
Flupirtine NO28GO7_
Gadolinum oeca
GLP-1 agonists A108X.
““Hormons Replacement Therapeutics (HRT)
Fiydroryothyl starch (HES) BOSAA07
oo/ Tretinoin D104D01, D10AD0, D10BAOT
Ketooonszols 02802
Leflunomids Loaaatz
Lonaldonids L04AX04
Levetirscam [
Levomathedyl NO78C03
Levonorgestral (marketed G030
Loderamfstaming NosBA12
YMErix veosine
Meprobamate NosBco1
Methylpheridts (MPH) NO§BA04.
Metoclopramids A03FA0
coscxo1
NOBAX08
MO1AXTT
LoixXcio
NOSAHO3.
‘AoAB01
Paliperidons NosaX1
PDES Inhibitors. ‘Goase
Pemoline NoGBA0S
“Phanterming ‘A08AA01
Phenylpropanclamins (PPA) ROTBA01T
Pipor methyzticum (KaverKaval
Pomaldomids L04AX06
Proton Pump Inhibitors ‘A02BC
Quetiapine NosaHoA
Rapacuronium
Remosipride NosALoA
ridons Nosxoe
Fituimab Loixcoz
‘Selsctive Norapinaphring Reuptake Inhibtors (SNRI) NOBAX
‘Selsctve Serotonin Reuptake Inhibiors (SSAI) [
‘SGLTZ inhibto At0BX.
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Sibutramin 08810
‘Sodium phosphate 206217

“Stating including combined ingestion with Fbratas "C10AA and C10AB combined
Sumatrptan No2cco1

Togasarod malests A06X06

Terbinafing DoiBA02

Tartansdine ROBAX12

Tastostarons Go3Ba0z

Thalidomids L04Ax02

Thaophylin 020404
Thiszoldinedionas Al
“Thimerosal/Thiomerzsl

TF-a Inhibitors )

Topiramate Nosaxi1

Triscols dernatives Jo2Ac

Urcfolitropin Go3GA0E

Valprosts NO3AGO1T

Varsnicline No7B203

Xi/melsgatran BOTAEO4, BOTAEOS
Ziprasidons NOSAE0S

*The marked terma ars consistont it the Bermuda Wordings. fthey ars not consistont with ths terms used
in a contract plesss roplace with "csims, osses, cost or xpenss”.

* Plass be auars thet spacific xclusion clausss have besn davelopad for thesa substanses/products. You
‘can find sl of these clauses on the RES Casualty Sharapoint sa.

Inferior Vena Cava (IVC) fiter
““Metslorvmatsl Hip implants
Powsr morcalators

“*Surgiosl mesh devices
Poudsred sxsminstion gloves.

+*Plasse ba swsra thet spacifi svclusion clausss hav besn davelopsd for thess substancss/producs. You ssn
find sl of thess clauses on the RES Casusiy Sharspoint st.




� Principal investigator is the person who is responsible and directly involved in the treatment or evaluation of research subjects (e.g. Medical doctor (MD) in a hospital or general practive (GP)).





