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' MEMORANDUM

‘DATE: 'Sepiember 28,2012

T0: Juan Carlos Miifioz, MD:

t 16531 W'Bth:Stregt '
" Jacksonwlle FL 32209

_ FROM Shella*M Austm C[P
©° Coordinator; lnstltutronal Review Board for
Alan! Halperm MD
: Chalr, Instltutlonal Review: Board

| SUBJECT:  Expedited] Revnew of: UFJ2012- 120

1

ITITLE: © ,Self-expandlng Stents for:Benign and Mallgnant Lesions ofithe. Esophagus Meétal Vérsus -
- - iPlastic? A/ Retrospectlve Clinical' Case Series

. Your: request for approval of the: above study under:the classnﬁcatron of. expedlted J\yas reviewed in 'the: lRB
. ofﬁce and-as; RB Chalr I am: pleased to. inform:; yout that-your. study ‘was: approved on '9/1 8!2012 under the.
' followmg expedrted category(s)

mcal studles of drugs: and devices ‘only, when:
ig y ,.}drug applleatlon (IND) of mvestrgatlonal devnce exemptlon (IDE) isinot: requlred and.
there ;is-no: sngmﬁcan creaselin nsk or: decrease in acceptablllty ‘of rlsk -0
b The devnee i8] clearediorlapproved for marketmg and is.being’ used in accordance withsits labeling.

-

] 2 Collectlon of blood samples by«ﬁnger theel,.or ear stick,.or venrpuncture ‘ng;more than twice. weekly as -
follows
‘a.; From healthyrnon-pregnant adu]ts wetghmg at’ least 110 pounds, ifi; amounts less than 550: ml iper.’ Stweeks

;b From{otlier;adults’ and. chlldren, consrdenng the: health and habitus: of the; subjects ‘i arnounts less: than 50 ml

“ o 3~ml | per: kg (whrchever i§! less)lper 8 weeks.

.3 Prospectlve colléction: of. btologrcal spécirmens for research _purposes: by Aoninvasive means. Examples:
"’Halr and nail: chppmgs ( disfigt '_ng)
‘b, Demduou teeth‘at-;exfollatlon or! mdtcated extraction
C. Pennanem teeth;’excreta at mdlcated extractlon -
' d Excreta and exterfial Secretion; including sweat
e Uncannulated salwat " :

j Sputum after; salme mist nebullzatlon
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SUBJECT:  Expedited Review of UFJ 2012-120

TITLE: Self-expanding Stents for. Benign and Malignant Lesions of the Esophagus. Metal Versus
Plastic? A Retrospective Clinical Case Series !

4 Collectlon of data through nomnvaswe procedures (not mvolvmg general anesthesm or sedat:on)
a. Physlcal Sensors’ that do fio involve mput of 51gmﬁcant amounts of energy .or invasion.of pnvacy
b. Weighing or testing:sensory acuity.
c. Electro-cardiography, electro-encephalography, thennography, detection of naturally--océurringiradioactivity,
elect,roretmography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography.
'd. Modérate exercise, muscular strength testing; body composition.assessment.and flexibility testing where.
appropriate for age; weéight and healih.

5. Research:involving materials (data, documents, records, specimens)‘that have beeri or will be collected.
solely, for non-research purposes.(such as medical treatment o diagnosis).

___ 6. Collection of data from voice, video, digita), or image recordings.made for.research purposes.

7. Research on individual or-group characteristics or behavior (such as studies-of.
perception, cognition, motivatiof, ideritity, language; communication, cultural beliefs:and
practlces ;and social behavmr) orresearch emp]oymg SUrVey, interview, oral, hlstory, focus
group, program evaluation, human factors evaluation, or quality assurance-methodologies.

Research records (data collection sheets, récords of clinical, educational, behavioral intervention, signed
Informed.Consent forms, and IRB correspondence) must be kept for at feast 3.years following the completion‘of
‘the research. Holding:-onto-these:documents for three’ (3) years allows for authentication of-research activities .
and findings. Inaddition, investigators may need to make these records available for review by various agencies
that.oversee human sub_)ect protections.

The new'HIPAA rule mandates that all Authorizations given by research participants:to use their protected
health information for résearch:purposes be maintained, by six (6) years following:completion of thé:research
project. That means that all separate HIPAA. Authorizations and all Informed Consent forms that include
HIPAA Aiithiorization must.be kept for‘an additional’3 years over-the other research:records.

You-must.inform the Board of ahy modifications or changes to this research-(protocol or consent chariges) sirice
they could affect'its expedited status.

Please note the category.of informed consent listed below that has been-approved for this study.

You have been grantéd approval to conduct'this study using.the enclosed.stamped, [RB-approved
consent-form. This consent must bephotocopied:and used when enrolling subjects into this project.

OR
You have.been granted a waiver of documentation of informed consent, in lieu of a verbal consent.
‘OR

You have been granted a waiver of informed consent.

Page’'2 of 3. A Equal Opportunity Institution
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