


Attachment C: HSRB Determination



















[bookmark: _GoBack]
[image: C:\Users\jmb4\Pictures\HSRB.jpg]
2

image1.jpeg
Rovisad 0612112012

NIOSH Research/Non-Research Determination Form

This form Gan be sed by the Divis on, Laboratory. of Offics leadership (Difector, Deputy Direclor, and Associate
Direclor for Science) or the NIOSH IRB Office. Concuct of Human subjects ressarch requires IR review as defined in
HHS 45-GFR46. Conduct of Human Subjects Non-Research does not recuire IRB feview.

Include with this form a descrption or prolocol and, f necessary, a brief justfication for the proposed categories.

Project Tit: A Pilot Project to Evaluate the Use of Exposure Control Plans for Bloodborne Pathogens in Private
Dental Practices
Project Officer(s): James Boiano

Proposed ProjectDates: Start: 32172013 End: Actvity New: (] OR Existing: B

[Slamatory Shauid Greck Apprapriate Gatogories (DILI0 or NIOSH1751]

[ 1 Actiity is RESEARCH if both the following apply:
[ A Aciviyis a syslemalcinvestgaton incuding systematc collecon of ca

[ B Actviy s designes o develop or conbute o genecalzable Knowledge.

o

Activity is NON.RESEARCH that does not contribute to generalizable knowledge because the primary intent is either:
A Emergency Response 1o deniily, characlerize, and sove an Imminent heailh ssue; or

B Survellance that s  foutine ongoing colecton of data or isease ornjury conrol,or poicy purposes; ar
© Public Health Program that serves loeducate, monior, suppor, markel, registe, demons.ale, manage; or
D Program Evaluaton for measuring o montaring th efficacy,implementation, o ulily of an establshed actly: or
€ Laboratry proficiency lesting
[ 111, Activity INVOLVES HUMAN SUBJECTS if information collected about a living individual is either:

O A lcentifable prwale inormatin; or

[ & 1s cobiected Ibrough inerveniion orinteracton with Ine ndvicual

0oooo:

[ 1V. Activity DOES NOT INVOLVE HUMAN SUBJECTS if activity s ei
[ A Colclon o analysis of dta aboul groups or organizaions, nol a
[] B Dt or specimens fom doceased (nl) prsors; or
[ Anomymous (noine) data o specimans callcied fo ancihr purposo:nolhing calectad for pasani purpese: o

] 0 Osta cotiected or anctner pupose i not anonymous but personsl idenifiable nformalon s prlecied thiough a dala use agreement
(CDC 013758) prohibiling he release of the key lo COC investgalors under any crcumsianices.

porsans; or

O V. Activity is Human Subjects Research but COC/NIOSH Is not ENGAGED (not requiring IRB review) if all the following apply:
[] A NOSHCDC empleyees (FTE/Cantacior)wil ot have conact(erac o nlerene) wil humar 3ubjecis, and
] '8 NOSHDC employees wit ot cblai o sccess personal deniabia infomaton (10 ks or CDC.0 13758): and
] © NOSHCDC employee involvementis ki o fechrical ssistance o monuscrplwin and no cuten! COC funding,

] 0 Collaboratne Isiions musthave IRB Review documentalon and 3 val Fecerawide Assurance (FVIA).
rsiutonname . FWAY

[ RECOMMENDATION/DE TERMINATION
(CJActivity DOES require IRB Review. ~ OR B Activity DOES NOT require IR Review.

APPROVING OFFICIAL TITLE: NIOSH IRB (HSRB) Chair NiosH

REB No. HSRB 12-DRDS-NROIC

NAME; Mark A, 10SH IRB Chair
SIGNATURE: ? M otpar o 0ATE(3/21/2013

I IRB (HSRB) Review Is required, suggested review is. |_JF ull Board Review [ |Expediled Review | JExempt Review

Comments/Rationale for Determination (auach sdditional comments):

Protocol modifizd from initial R/N-R determination (01/18/2012) by increasing number of questionsfrom | 1- 26.
Intent remains about dental practice and not about persons. Protocol modified (03/21/2012) by changing title and
PL

CDC/NIOSH IRB Registration #: 00000186 CDC FWAH: 00001413 1




