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® |nformed consent obtained after ® Study visit out of timeframe
the initiation of study procedures ® Participant failure to initial every
® Omitting study procedure(s) page of the consent form
required by approved protocol ® (Copy of consent form not given
® Performing a study procedure to participant during informed
that is not outlined in the IRB- consent process
approved protocol ® Site over-enrollment
® Failure to report a Serious ® Missing original signed consent,
Adverse Event but have a copy of the
® Drug dispensing/dosing error participant signed consent

® Failure to securely control the
study product

® Enrolling participants outside of

inclusion criteria

® Failure to follow a Safety

Monitoring plan

® Study visit outside of window,
only if in the opinion of the
investigator, if affects the
safety or welfare of the research
participants or others, the rights
or participants or other or the
integrity of the study design.

® Use of an unapproved consent

form
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The Council for International Organization of Medical Science (CIOMS) “International Ethical Guidelines
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winsaniudansamsedunasssmnngranedian Tnagunu (advocate) Hamaniifnad

§46.409 Wards.

(a) Children who are wards of the State or any other agency, institution, or entity can be included in

research approved under §46.406 or §46.407 only if such research is:

(1) related to their status as wards; or

(2) conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of

children involved as subjects are not wards.

(b) If the research is approved under paragraph (a) of this section, the IRB shall require appointment
of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the
child as guardian or in loco parentis. One individual may serve as advocate for more than one child.
The advocate shall be an individual who has the background and experience to act in, and agrees to
act in, the best interests of the child for the duration of the child's participation in the research and
who is not associated in any way (except in the role as advocate or member of the IRB) with the

research, the investigator(s), or the guardian organization.

Comment: Wards of the State. The special protections for children set forth in Subpart D include
additional limitations on some research involving children who are wards of the state or any other
agency, institution, or entity. Where the research involves greater than minimal risk to the subjects
with no prospect of direct benefit to individual subjects (45 CFR 46.406), or requires HHS Secretarial
approval (45 CFR 46.407), the research must either be related to their status as wards, or else be
conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children
involved as subjects are not wards [45 CFR 46.409]. The IRB must require, for each child who is a
ward, appointment of an advocate in addition to any other individual acting on behalf of the child as a
guardian or in locoparentis. IRBs should be particularly concerned with the involvement of HIV-
infected children who are in foster care, but who are also not wards. Many of these children are from

racial or ethnic minorities. IRBs need to give special attention to groups of children such as these who,
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while they need special protections, should not be denied the opportunity to participate in research
that may potentially be of benefit to them. Finally, whenever institutionalized children might be
involved in research, care should be taken to ensure that they are not included as participants simply

because of their availability to the investigator.

uGUAdmIUEnaTY eun 3 (Ruuddulg)



a

54

AMANKIN 5

'8 a Vv
asflsznaulasIn1sIen

[ % o

ASINITITLTUNAUDAD A NTINNITITLEIINNITITY ATTHHDN WA LINDTIADIZNITNNTI

@

tdnanlddndulununanasesssnidaniugiuandeonia sl fduulasin1sidelafiiionily

e nafan1aRa199 i1 HNAd @ e NLt [RARNHNNI19MAS TAT9IN1939859A25

1sznaufinasindasaUiliiuasretias

1.

6
7
8.
9

10. N9BBNLULAILLAZITIIY

#alA59n1994% (Protocol title) fiRadAIaINASE TUuLUA9Y uarlsrannsfifnen

le

o A .
AU (version) 71

Y a

FavamiuarITesan AnR g i uaTunas Uy

9 9

1 1.
a

aqugalasenisdde fiussenalasensidalasde winsutonuasdiGiagTuans
nenmansaadintals Gitdw 1 wi

UM ULAAIMANNITUATIRANE (rationdle) Ainaafisnang uiideinudionde (W8

2
=

o/ AI o a o/ o o/ a o = e‘d‘ a
NANFIUNILABUAININTIY LATATINAIATYIBINITITY waaUsylamifiasfing u
91AN15998
%@ﬁﬁﬁqﬁﬂu@%ﬂﬁiﬁﬁuwmwmﬁ%’ﬂ uaAIANLReAaznUTulATIN193T LAY
R RIGEN meammmuﬁ:NNTuﬂﬁ‘aLﬁ@ﬂﬂzjm@uﬁ@ﬂ NI9LAFENT AN

P 1R ' v @) [
m@;mimfuwmﬁmm Lﬁ@;mmﬂ%mmm 13463
NUNINITIUNTIN TIATBUAGHUALTIURLTY
B0 uaiuaym

Y o/ a '

Favianinlpsen1aies Aaeuen Nfase LayAIra

U
TngUsrasA Maef outcome AFBIN9IA

a 1%

° g‘lJLL‘LILI"‘J@VEI 1% parallel group trial, cross over trial, factorial trial, cluster
randomized trial #3nn15UnTa (blind) 38134 nstiuvasn wineg
ANDIN

o Uy NITANET PHIAGIBLIIUATABATNITS STUINBNTNFTATIINNA/
FIMIMBIENTIATRASURNIY site NMFBEYDITIANAT N92BAIHDNLEN
LRTADTIAITINNNT2D AN W BN

o nouaiAREin INowidnBan Inouinewda nnusfyRlasens

- InoUAALEN (subject inclusion criteria) mezﬁ’ﬂwm:ﬂzﬁmﬁfmmoﬁ
9zfnE" W 81e 18 T TulUanemdgouazeng

p= U o/
farnisdnda

uGUAdmIUEnaTY eun 3 (Ruuddulg)



11.
12.

13.
14.
15.
16.

17.
18.
19.

55

- INoiAReaN (subject exclusion criteria) WRANANYOILLAARNTD
Hhefeninudunsnemniindanniside wu fuazdfidniodss
whenuaandu Aaniilafingaiin 140 wu.Usen wiadnEne
vnsaeinsfiazyinlinaunanisadenintiagulienn w Auen
Axuinanudonnain

- INUTINTSABUGM (subject withdrawal criteria) MRN8 E9NITULANTT
Tremaans Tnsuanstioanuszydn (1) asnganistiendalouas
881903 (2) %ﬁm%’mﬂgmm:ﬁwLqmﬁ%ﬁuﬁ@am@

(3) azmeranaipIauEe [ ad19ls 4) nMafinanguaiag
GHENE

- innusinnsgflasang (discontinuation of the study) Anfaianu
Trssnsidsanagilassnafielnfliuasuaniiiniagus
16 ANAT

Aa o/

o ABA4H UAANTIUAYIBYAIRIIRATETI9x T

mj@ﬁﬁmmﬁlﬁu (UWHLAIDEN case report form #iag)

=2e

[ ]
ada Qadl VY cY 1 1 v v %4
o f;ﬁmwmﬂmLm’]wwmjﬁmlmmﬂqmmjfwmq@m
P RRRE A NAN
SEHLIANTBINITIATINITITE (duration) WALAITIIRTLAANAINUATLLLIAT 11
AN9EARNITUSaTANAaU gant chart)
TYAUBYAVBINUUTTHINYNIIENT
1 v o o @ o I [ =y
Amaae Wiue aas AT (Enaiiugaed)
Asrere N dEulagenn1saee (Enedinugasd)
N1R9N15UNTa9N15aL A AN UEIUF AL HINTNIT3NEIAITHALUBI AR AT
IRl @ v A o & a @ a A
TNQ"I@gLﬂu"llm;ljﬂ‘ﬂ@mLﬂUTuLLUU@L‘NﬂWE@uﬂN BNFITNTEATY
ﬁ:ﬂmmﬁLﬁu%mmL@ﬂm?ﬁmj@mmﬂﬁmmﬁmﬁé’ﬁLﬂ%?ﬁu LAZABNITVIIAY
A lFaa e mIaATfasaeRsfin un9En9anads (Ereifugaed)
Uselemifinnsisaaz if5uuar@nduszlomisineg Tuguuuusineg fimnaifininann

M348 uaznisuliiuavduszleminaniuszndineiiinsafuaymniside §3ds

Maeeeeiide uararanaiag (aniuded)

uGUAdmIUEnaTY eun 3 (Ruuddulg)



56

AIANURIN 6

[

o [N s 2 o [ % '
T’JGlGI‘IJ?S’Jﬁlﬂ@ﬂﬂuﬂ@ﬁa’l@ﬂﬂ@ﬂuﬂg e9IH

)

ud'as
i

s Qi O @ o A 2
LLUU@@IW]U%’%’JW@T"MSUE’J’Q%IWL WBIIIFYNRIBATIINYNISG

'~

HsUuuuildmsudamlszdffdesunusntuenanslasinsidaiiedurenssnn1sedessannisian el ieedednnssTans
Teazdeansuanysnin uirelidsaiulEiuienansausuaransanseseu el sraldgluuudnnss iR
Haduamnaasu i

1.%m ana : g
F9NGH :
2. LA [ 128 RN
3. FLAENAYINTT MERETANNN ATUALIAINNT
AL
4. fieg) : wesnsingd

Tsudidaianvaaning

5. UszdRnnsfnen tussiuUB oo uas 3oy ilssy -

ADdY/ADN1IN H9ig159n15ANEN Uyt [#5u

6. UseiAn1sAnY/RnauT nas3aa

ADA/AD TN AT izl AOIARTI AL
7. ANUAHNASTHIANA 15815 -
979U [ ] 0 [ 11-5 [ ] 6-10 [ ]11-20 [ ] 1109120

A I a dl Ail dl ¥ = L4 Ail k4 o/ a v Ail o
LLN@QW@GWHG}WNW@ENLTIH 5 13849 MNe989n3aLaAlseauni1Tod LﬂﬁQﬂﬂﬂﬂUTﬂﬁﬂﬂq’i’]@EW’Vzwq

fl.

uGUAdmIUEnaTY eun 3 (Ruuddulg)




57

o

8. Tnssnnsddefinndwineg :
.

2.

. MeineuaNYEaLsraunToliIue s e 59NN AN Waa GCP :

©

GCP 4.1.1 The investigator(s) should be qualified by education, training, and experience to assume
responsibility for the proper conduct of the trial, should meet all the qualifications specified by the
applicable regulatory requirement(s), and should provide evidence of such qualifications through up-
to—date curriculum vitae and/or other relevant documentation requested by the sponsor, the IRB/IEC,
and/or the regulatory authority(ies).
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responsibility for the proper conduct of the trial, should meet all the qualifications specified by the
applicable regulatory requirement(s), and should provide evidence of such qualifications through up-
to—date curriculum vitae and/or other relevant documentation requested by the sponsor, the IRB/IEC,
and/or the regulatory authority(ies).
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MATERIAL TRANSFER AGREEMENT

1. The parties to this agreement are:

Faculty of Associated Medical Scienced, Chiang Mai University 110 Intavaroros Road, Sriphum

(hereinafter referred to as the RECIPIENT) and ;
The RECIPIENT includes RECIPIENT’s Scientists as well as Principal Investigator / Laboratory

Supervisor/ Instructor

AMS CMU agrees to provide the RECIPIENT with MATERIAL, as hereinafter defined, for

use in accordance with the terms and conditions of this agreement.

2. In this agreement:

Material: means original material, progeny, and unmodified derivatives.

Progeny means unmodified descendant from the MATERIAL, for example, virus from

virus, cell from cell, or organism from organism.

Unmodified Derivatives mean substances created by RECIPIENT, which constitute an
unmodified functional sub-unit or an expression product of the original MATERIAL, such
as purified or fractionated sub-sets of the original MATERIAL, sub-clones of unmodified
cell lines, monoclonal antibodies secreted by a hybridoma cell line, proteins expressed
by DNA/RNA supplied by AMS CMU, sub-sets of the original MATERIAL, for example,

novel plasmids or vectors.

Modifications mean substances created by Recipient, which contain or incorporate

the MATERIAL (Original Material, Progeny or Unmodified Derivatives).

Commercial purposes mean the sale, patenting, obtaining or transferring Intellectual
property rights or other tangible or intangible rights by sale or license, product

development and seeking premarket approval.
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3. The MATERIAL covered by this agreement includes:

All biological materials, living or dead, originated from within the Kingdom of Thailand/or else
where as listed in Attachment A

Any associated know-how, data and information

Any Progeny, Unmodified Derivatives and Modifications

Any cells or DNA, molecules replicated or derived therefrom

4. The RECIPIENT agrees that:
The MATERIAL is the property of AMS CMU and is to be used by the RECIPIENT solely for (check
only one that applies)
[ ] research purposes.
[ ] test, reference, bioassay and control (covering only their use within the framework
of corresponding official international test, bioassay and control protocols)

[ ] training and teaching purposes
at the RECIPIENT’s institution and only under the direction of the RECIPIENT.

The research / test to be conducted by the RECIPIENT is restricted to the project/ test
described in Attachment B, Entitled, “....cvneconinncnecreienen. ” (Principal Investigator / Laboratory

SUPErvisor / INSTrUCIOT & ..o )

The MATERIAL will not be used in human subjects or in clinical trials involving human subjects

without the written permission of AMS CMU.

5. The RECIPIENT agrees not to transfer the MATERIAL to anyone who does not work under his or
her direct supervision at the RECIPIENT’ s institution without the prior written consent of AMS

CMU. The RECIPIENT shall refer nay request for the MATERIAL to AMS CMU.

6. The RECIPIENT agrees to use the MATERIAL in appropriate containment facilities by fully trained

and competent staff.

7. The RECIPIENT will notify AMS CMU of all research results related to the MATERIAL in writing

within one year after completion of the research project.

8. The RECIPIENT agrees to acknowledge AMS CMU as the source of the MATERIAL and data in any
and all publications and patent applications based on or relating to the MATERIAL, replicas, or

derivatives there of and any research thereon.
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The RECIPIENT acknowledges that the MATERIAL is or may be the subject of a patent application.
Except provided in this agreement, no expressed or implied licenses or other rights are provided
to the RECIPIENT under any patents, patent applications, trade secrets or other proprietary rights
of AMS CMU, including any altered forms of the MATERIAL made by AMS CMU. In particular, no
expressed or implied licenses or other rights are provided to use the MATERIAL, modifications, or

any related patents of the MATERIAL for commercial purposes.

If the RECIPIENT desires to use or license the MATERIAL or Modifications for commercial purposes.
AMS CMU AGREES, IN ADVANCE OF SUCH USE, TO NEGOTIATE IN GOOD FAITH WITH
RECIPIENT TO ESTABLISH THE TERMS OF A COMMERCIAL LICENSE.

The RECIPIENT will use the MATERIAL in compliance with all his/her national and international
laws and regulations, including Pathogens and Animal Toxins Act B.E.2525 as amended by
Pathogens and Animal Toxins Act (No.2) B.E. 2544. The MATERIAL is experimental in nature and
it is provided by AMS CMU without warranty of any sort, expressed or implied. AMS CMU makes
no representation the use of the MATERIAL will not infringe any patent or other proprietary right.
The RECIPIENT will indemnify AMS CMU and its employees and hold AMS CMU and its
employees from any claims or liabilities which may arise as a result of the use of the MATERIAL

by the RECIPIENT.

The MATERIAL is provided at no cost; however, fee is requested solely for its preparation and

distribution cost. The amount shall be indicated in Attachment A

The RECIPIENT shall promptly return or destroy all information and the MATERIAL upon demand
therefore by AMS CMU.

The agreement shall be effective on the date of last signing below, apply to all information and
the MATERIAL received from AMS CMU and terminate on completion of the RECIPIENT’s current
research with the MATERIAL (within.............. years after the effective date) unless the parties

agree in writing to extend the agreement

AMS CMU and the RECIPIENT shall use their best efforts to settle in a fair and reasonable manner
any disputes arising in connection with this Agreement. If such dispute cannot be settled by the
parties between themselves, it shall be first submitted to mediation by a mediator chosen jointly

by the parties.
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In the event that mediation does not bring a resolution of the dispute within 30 days, the
dispute shall be submitted to arbitration before a single arbitrator pursuant to the Arbitration Rule of

Thailand. Any such arbitration will be subject to such rules.

Signed for and on behalf of the RECIPIENT Signed for and on behalf of the AMS CMU

NOME.eee e NOME.eeeeee e
O ) (e )

POSITION & e Position : Dean, AMS CMU

[ 1 L= ORIt DO

Signature of Witness Signature of Witness

NOME.eeee e NOME.eie et
(et st ) (cereeeerere ettt )

POSITION & e POSITION & o

DOt DOt
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Attachment A

Material Transfer Record

Faculty of Associated Medical Sciences, Chiang Mai University agrees to transfer the following

MALETIAIS T0uuivviereereeeeereeecte et esneenes as follows :

No. Material Quantity Remark

1

OOl M| AN

Preparation costs .............. Baht/...cccoueevune. unit TotAleeeeeeeeevecnnen Baht

Distribution fees......coveevveveeeverenene.. Baht

[ ] The materials will be picked up on ...../c......... VA (Please notify.......days/weeks in advance.)

[ ] The materials are requested to be shipped to Recipient’s investigators/ Laboratory supervisor/

Instructor shown below.

AMS CMU SCIENTIST RECIPIENT SCIENTIST

SIGNATUrE: oo SIGNALUNE: oo
Printed NOME: ..ooovvveiiiiiiiiiiiiiiieeeeeeeeeeeeeeeee Printed NOME: ..eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e
UNI/DEPL: vveiieeiieeie et UNIt/DEPL: i
Faculty of Associated Medical Sciences, Chiang AdAress: ....cccocvveviieiiiieeiiieee e

Mai University
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Material Transfer Agreement

...... (1) (herein after collectively referred as “RECIPIENT”), in consideration of the receipt of biological

materials from Dr. ........(2).cccceeeens, Thailand (“Contributor”) hereby agree to the following terms and
conditions:
The biological materials, herein known as the Materials to be provided to RECIPIENT are:

The Materials shall be used exclusively for non-military scientific research by the RECIPIENT.
The Materials shall be used only at the RECIPIENT organization or at RECIPIENT referral
laboratories and ...(4)....(the “SPONSOR”) and only in the RECIPIENT SCIENTIST’s laboratory or
RECIPIENT SCIENTIST’s referral laboratories under the direction of the RECIPIENT SCIENTIST or
others working under his/her direct supervision.

weee(1).... Will at some point during the study forward some samples for analysis to another CRO
laboratory. At present, this laboratory has not been identified, but when it is identified, the
Institute will be duly informed. This agreement and the resulting transfer of Materials constitute a
non-exclusive license to use the Materials solely for basic research and specifically as described
in the accompanying research proposal prepared by RECIPIENT. [Complete research proposal
with detailed material and methods have to be provided with the signed MTA document]
RECIPIENT agrees to provide....(B)....., with a copy of the study report, which contains
experimental results obtained from the use of the Materials, modifications of Materials and
direct/indirect derivatives of the Materials once the report has been finalized.

Upon completion of the required sponsor testing, samples are kept normally for a maximum of 7
days and thereafter discarded per ....(1)’s... Standard Operating Procedures. Samples are being
incinerated by ...(1)... Residual serum storage may be required until a safe laboratory data
transfer has occurred between ...(1)..., and the sponsor Data Management. Samples are also
stored for pk/pd analysis for a maximum of ......(6).... after receipt.

Upon the effective date of termination, RECIPIENT will discontinue its use of the material and will,
destroy any remaining material. The RECIPIENT, at its discretion, will also either destroy the

modifications or remain bound by the terms of this agreement as they apply to modifications.

Accepted by :
PROVIDER SCIENTISTS

SIGNATUIE. et et

PrINTEa NI e e e

8T o PSPPSRI

[0 | (<R UPPRERRRRN
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PROVIDER INSTITUTION APPROVAL

SIgNOIUNE. ettt e e e e e
Printed NOMET oot ettt
Position: Dean

Faculty of Associated Medical Sciences, Chiang Mai University
DOl e e

RECIPIENT SCIENTIST

SIGNATUIE: ettt ss et s et es sttt e saei e

PrINTEA NOMIE: ettt ettt sttt ss s ss st sesans

Unit/Dept/INStIUtION QAAIESS:  ...cveeeeereereireireireireireiee ettt ensenseesee s ssessensesees

Date:

RECIPIENT INSTITUTION APPROVAL

SIGNATUIE. ettt sttt bt

PrINTEA NOMIE: ettt sttt ne s nenenas

Date:

Instruction: Add words or terms as follow:

(1
(2)

(3)

Laboratory or institute which will receive the material

Site investigator’s name and dffiliation (e.g., Dr. Thaitae Jitdee, Department of Associated
Medical Sciences, Chiang Mai University)

Indicate type of material, e.g., serum, blood, CSF, amount of material and number of
participants (e.g., Blood sample collected from a patient approximately 50 ml per visit for 4
visits. 15 patients are expected to participate in this study)

Sponsor’s name (e.g., Roche , Pfeizer, etc.)

Investigator’s affiliation, see (2) above (e.g., Department of Medical Technology of the
Faculty of Associated Medical Sciences, Chiang Mai University)

Indicate period of storage, e.g., & months,1 year. This sentence must be deleted if
pharmacokinetics is not part of the study.

Indicate Study Code (Delete this if not applicable)
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PROTOCOL DEVIATIONS, EXCEPTIONS AND VIOLATIONS

POLICY

Investigators are responsible for conducting human-subjects research in accordance with all
applicable federal and state regulations, Partners and Partners Human Research Committee (PHRC)
policies and procedures, and the specific requirements of the PHRC panel (the IRB) that reviewed the
research study. During the conduct of the study, changes to the protocol may be proposed or
unintentional changes may be discovered. Changes to the IRB-approved protocol, planned or

otherwise, are governed by federal regulations and PHRC policies and procedures.

The federal regulations specifically require the IRB to review proposed changes in a research
activity, and to ensure that such changes in approved research are not initiated without IRB review
and approval except when necessary to eliminate apparent immediate hazards to the subject
[45CFR46.103(b)(4)(iii) and 21CFR56.108(a)(4)]. Research activity includes all aspects of the
conduct of the research study, e.g., recruitment methods, consent process, procedures used to
protect privacy and confidentiality, etc. — all of the information outlined in the protocol submission and
reviewed and approved by the IRB. Non-compliance with these regulations, PHRC policies and
procedures, or PHRC requirements during the conduct of a research study results in a protocol

violation, and as such must be reported to the IRB.

Planned changes to the IRB-approved protocol, i.e., protocol deviations and protocol exceptions,

must be submitted as formal protocol amendments or protocol exceptions to the IRB and must be
approved prior to initiation or implementation of the change. Any protocol deviation that is not

approved by the IRB prior to initiation is a protocol violation and must be reported to the IRB as

outlined below.

DEFINITIONS

The following definitions apply throughout this guidance document:

PROTOCOL DEVIATION: Any alteration/modification to the IRB-approved protocol. The protocol
includes the detailed protocol, protocol summary, consent form, recruitment materials, questionnaires,

and any other information relating to the research study.
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PROTOCOL EXCEPTION: Any temporary protocol deviation that is approved by the IRB prior to its
initiation, e.qg., enrollment of a subject who does meet the eligibility criteria.
Note: Any permanent change to the protocol constitutes an amendment that must be submitted to the

IRB for approval prior to initiation.

PROTOCOL VIOLATION: Any protocol deviation that is not approved by the IRB prior to its initiation

or implementation.

e MAJOR VIOLATION: a violation that may impact subject safety, affect the integrity of study
data and/or affect subject’s willingness to participate in the study.
e MINOR VIOLATION: a violation that does not impact subject safety, compromise the

integrity of study data and/or affect subject’s willingness to participate in the study.

REPORTINGRE QUIREMENTS

All major protocol violations must be reported to the IRB within ten (10) working days of discovery
using Insight/ eIRB to complete and submit the 'Other Event' form (Note: the principal investigator
must review and sign off in elRB before the submission can be routed to the IRB). Minor violations are
to be reported at continuing review. It is the responsibility of the Principal Investigator (PI) to
determine whether a violation is major or minor and to ensure proper reporting to the IRB. Reports of

protocol violations should be submitted to the sponsor as outlined in the sponsor’s protocol.
MAJOR VIOLATIONS
Examples (the list of examples is intended as a guide and is not all-inclusive)

e Failure to obtain informed consent, i.e., there is no documentation of informed consent§
Informed consent obtained after initiation of study procedures

e Informed consent for IND/IDE studies obtained by someone other than individuals authorized
by IRB to obtain consent, e.g. someone other than a licensed physician investigator

e Enrollment of a subject who did not meet all inclusion/exclusion criteria

e Performing study procedure not approved by the IRB

e Failure to report serious adverse event to the IRB and/or sponsor

e Failure to perform a required lab test that, in the opinion of the PI, may affect subject safety

or data integrity
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e Drug/study medication dispensing or dosing error
e Study visit conducted outside of required timeframe that, in the opinion of the PI, may affect
subject safety

e Failure to follow safety monitoring plan

MINOR VIOLATIONS

Examples (the list of examples is intended as a guide and is not all-inclusive)

e Implementation of unapproved recruitment procedures
e Missing original signed and dated consent form (only a photocopy available)
e Missing pages of executed consent form
e Inappropriate documentation of informed consent, including
o missing subject signature
o missing investigator signature
o copy not given to the person signing the form
o someone other than the subject dated the consent form
e Use of invalid consent form, i.e. consent form without IRB approval stamp, or
outdated/expired consent form
e Failure to follow the approved study procedure that, in the opinion of the PI, does not affect
subject safety or data integrity
o Study procedure conducted out of sequence
o Omitting an approved portion of the protocol
o Failure to perform a required lab test
o Missing lab results
o Enrollment of ineligible subject (e.q., subject’s age was 6 months above age limit)
o  Study visit conducted outside of required timeframe
e Failure of subject to return study medication
e Over-enrollment
e Enrollment of subjects after IRB-approval of study expired

e Failure to submit continuing review application to the IRB before study expiration

Ref: http://healthcare.partners.org/phsirb/prodevex.htm
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