M edical Record Review (MRR) Flow Chart’

Isthis project RESEARCH?

= A systematic investigation designed to develop or contribute to generalizeable knowledge (case reports of 1 patient
aren’t considered at MSSM to meet this criteria)

IRB’s only review research, so no
application to IRB is required!

Does the project involve abtaining data through intervention or interaction with
individuals (e.g. contact between investigator & subject; “follow-up” questions)?

]

YES

Will you be accessing or receiving medical record data of living humans
that are directly and individually identifiable for research purposes?

. Identity of individual subject is or may be readily ascertained by the investigator or
associated w/the information (e.g. name, social security number)

Thisishuman subject research, but
isn't just a“medical record review”
project any more. Fill out a
standard application.

YES

Will you be accessing or receiving medical record data of living humans
that are individually identifiable through a linking code?
"  |dentifying info replaced by a number, symbol, or combo thereof (the code) AND
® A key to decipher the code exists, enabling linkage to the identifying information

Thisishuman subject resear ch.
Areall of the medical records
that will bereviewed already in
existence as of right now?

YES YES

You are either Fill out MRR application. If the | RB Expedited. Are the records
obtaining records agreesthat the project meetsthe Submit your publicly available OR
of deceased following criteriait may be MRR will you be recording
humans only, OR consider ed not human subject application the datayou're
the datayou're research: and consider collecting together
obtaining d_o&sn t 1) Themedica record info was not collected consent/ with direct Ider.]t'f'ers
have any direct or for this proposed project AND waiver and (€.. name, social
indirect identifiers 2) Investigator cannot identify the individuals security number) or
attached (totally because: H IPAA indirect identifiers
stripped of data a  The code key was destroyed OR ISsues. (codes) attached?
that could lead to a b. An approved “honest broker” won't
subject’ s identity). release the code key until subjects
That’snot IR%re deceaﬁeded ORat' »

; C. approved operating procedures
?;g;rr::ﬁ gjuet(;:nit preclude release of the code key OR YES
MRR ) licati d. Another lega protection prevents
and aliapp Ilc':aca:glne release of the code key until
I OAA T _ subjects are deceased _ Exempt. Expedited. Submit

_ > If criteriaaren’t met, the IRB will Submit MRR our MRR

(e.g. de-identified e . nt your M~
date: limited data determineif it’s exempt or expedited application & application and
et ACCEsS 10 based on other answersin your MRR all applicable consider consent/
decedent PHI) application. HIPAA may apply. HIPAA forms. ;/;glj\gr and HIPAA

Research related to HIVV may have additional requirements. An HIV application form should accompany the submission.



