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222 EAST CAMERON AVENUE
CHAPEL HILL, NC 27599-9105

May 15, 2014

Tyler Dukes
Reporter/Researcher
WRAL.com

(919) 821-8949
tdukes@wral.com

VIA ELECTRONIC MAIL

Dear Mr. Dukes:

| write in response to your correspondence dated January 21, 2014 (sent to Daniel Nelson and David Borasky), in which you
wrote seeking access to and copies of University records. Specifically, you wrote:
“| request access to and copies of all institutional review board documents related to research by Mary
Willingham, including but not limited to research proposals, protocols, amendments and notices of
suspension, through Jan. 21, 2014.”

The enclosed documents are being provided to you in accordance with the North Carolina Public Records Act. This request
has been fully processed and is now closed-out. The University's Public Records Policy is available on-line at
http://policies.unc.edu/policies/public-records/.

Sincerely,

Regina J. Stabile, J.D.
Director, Institutional Records and Reporting Compliance

RJS/dga

Enclosure



OFFICE OF HUMAN RESEARCH ETHICS

Institutional Review Board

I

DETERMINATION WHETHER RESEARCH IS
OR SIMILAR ACTIVITIES REQUIRE IRB APPROVAL

Version 19-Feb-2008 @ g - ‘ 0 Xg 3

Part 1. Contact Information, Agreements, and Signatures

LS

Title of Study: <o cmZ. €~y r\l Tor NDDLD/LTD v~ =t~ czzb_,\«h\*':bt'
Date: = [ !\ fDﬁb

Name and degrees of Applicant: M O v g e )

Department: fdt‘\*\\ T Mailing address/CB #: Acad tarc 5. —y f 7
UNC-CHPID: #2499 -%5125  Pager « 353°C

Phone #: 842 - Lo 2 ¢ Fax#: GeZ - 72 Fmail Address: 1y 4.7/, wp Aot~ @ pycaa e, ed o

For trainee-led projects: _ undergraduate __ graduate __ postdoc __ resident __ other
Name of faculty advisor:

Department: Mailing address/CB #:

Phone #: Fax #: Email Address:

Name of funding source or sponsor (please do not abbreviate):
X notfunded _ Federal __ State _ industry __ foundation __ UNC-CH

__ other (specify):

For industry sponsored research (if applicable):
Sponsor’s master protocol version #: Version date:
Investigator Brochure version #: Version date:

Any other details you need documented on IRB approval:
RAMSeS proposal number (from Office of Sponsored Research):

Applicant: 1 will notify the IRB if the scope of the activity changes in such a way that the answers on
this form are no longer valid. I will ensure that all collaborators, students and employees assisting in this
project are informed about these obligations. All information given in this form is accurate and complete.

)%w, Ol A 5If- 2008

Signatu{e of ApplicantO Date

Faculty Advisor if Applicant is a Student or Trainee: I accept ultimate responsibility for ensuring that
this project complies with all the obligations listed above for the Applicant.

Stgnature of Faculty Advisor Date



Part 2. Description of Research or Similar Activities

2.1. Brief Summary of Purpose and Rationale. Provide a drief non-technical description of the study, which will
be used in IRB documentation as a description of the study. Typical summaries are 50-100 words. Please reply to
each item below, retaining the subheading labels already in place, so that reviewers can readily identify the content.

Purpose:

<, E.& s ez @D el sThee =\

Participants:
Procedures (methods):

2.2. Which of the following describes your proposed activity?

2.2.1.

Secondary analysis of existing data or specimens, deidentified or coded?

222

Program evaluation?

2.2.3.

Class projects for educational purposes only?

2.2.4,

QI/QA. for internal purposes?

2.2.5.

Center or core grants (o establish infrastructure)?

2.2.6,

Training grants?

227

Demonstration projects?

2.2.8.

Case study {(publication of clinical scenario that has already occurred)?

22.9,

Other? Explain

2.3. Generalizable Knowledge. Generalizable knowledge might include information presented to a broader
audience or published with the intent of drawing scientific conclusions or increasing the body of scientific
knowledge. This would not typically describe projects that are intended solely for internal assessment
purposes, such as quality improvement/assurance, and program evaluations. Will the proposed activity result
in the development of or contribution to generalizable knowledge?

__X_ ¥es

no If no, please explain.

] 2.4, Living Individuals. Are you planning to obtain data from or about living individuals?

yes

X no Please explain.

2.5. Direct Interaction with Individuals, Will you be collecting data via direct interaction with individuals {any
contact with subjects including questionnaires, interviews, focus groups, observation, treatment interventions,
etc.)?

ves

X no

Determination Whether Research or Simnilar Activities Require IRB Approval

page 2




2.6. Description of Existing Records, Data, Hluman Biological Specimens. What existing records, data or
human biofogical specimens will vou be using? (indicate all that apply):

Yes No

2.6.1. a. Data already collected from another research study?
b. Ifyes, was applicant involved in the original coilection?
If yes, please explain role:

2.6.2. a. Patient specimens (tissues, blood, serum, surgical discards, etc.)?
b. If yes, has the purpose for which they were collected been met before
removal of any excess? -

2.6.3, Data already collected for administrative purposes?

2.6.4. Medical records data? JK

2.6.5. Electronic data from a clinical (i.e., nota fesearch) database? -
2.6.6. Publicly available data? _&
2.6.7, Other? Explain:

|

If you have answered “yes™ to any of the items 2.6.1 through 2.6.7, provide a description of the data you
propose to use, describing the type of data, how they were collected {including consent procedures), and
where they currently reside.

2.7. Private Information. Private information includes information about behavior that occurs in a context that an
individual can reasonably expect will not be made public (¢.g., a medical or school record). Public
information might include information that is publicly available or from observation of public behavior (e.g.,
seatbelt use, use of bicycle lanes, etc.). Are the data for your project private?

_2( yes ___no If no, explain:

2.8, HIPAA. Do any of these data come directly from a health plan, health care clearinghouse, or health care
provider? (See hutnwww.upe.edu/bipaa/index htm for more about HIPAA )

,X ves . no

Determination Whether Research or Similar Activities Reguire IRB Approval page 3




I 2.9, Identifiers in Existing Data. Do the data you will receive have any of the following identifiers?

o

cEE e

X Names
___ Telephone numbers . )

Any elements of dates (other than year) for
dates directly related to an individual, including
birth date, admission date, discharge date, date
of death. For ages over 89 all elements of
dates (including year) indicative of such age,
except that such ages and elements may be
aggregated into a single category of age 90 and
older
___ Any geographic subdivisions smaller than a
State, inchuding street address, city, county,

precinct, zip code and their equivalent geocodes,'

except for the initial three digits of a zip code
__ Fax numbers

Electronic mail addresses

Social security numbers

Medical record numbers

Health plan beneficiary numbers

No  Yes [fyes check all that apply:

. Account numbers

. Certificate/license numbers

__. Vehicle identifiers and seriai numbers
{(VIN), including license plate numbers

__ Device identifiers and serial numbers (e.g.,
implanted medical device)

__ Web universal resource locators (UURLs)
___Internet protocol (IP) address numbers

___ Biometric identifiers, including finger and
voice prints

. Full face photographic images and any
comparable images

___Any other unique identifying number, code,
or characteristic, other than dummy identifiers
that are not derived from actual identifiers and
for which the re-identification key is maintained
by the heaith care provider and not disclosed to
the researcher

B If you have answered “no” regarding all items in 2.9, stop and submit this form.

2.10. Coded Pata. Coded data are those for which identifving information (see the list in 2.9) that would enable the

investigator to readily ascertain the individual’s identity has been replaced with a number, letter, symbol, or
combination thereof (i.e., a code) that cannot be linked to the original individual.

2.10.1 Are the data coded? _X yes

2.10.2. Will you have access to a key that deciphers the code, enabling linkage of identifying information {o private

information or samples?

yes

b If you have answered “yes” to0 2.10.2 you must apply for IRB approval, Please complete the form
“Application for IRB Anproval of Human Sublects Research” available from the Office of Human
Research Ethics website,

H you have answered “no” to 2.10.2, identify the mechanism which precludes your access to the codes and
include a copy of any agreements or documents that explain these protections:

Yes No

2.10.2.1. Data use agreement with data and code custodian (agreement prohibiting the _x
release of the key to decipher the code to the applicant under any circumstances)?

2.10.2.2. Data are pubiicly available?

or 1Ds)?

2.10.2.3. Honest broker {centralized custodian who controls data and will not release codes

2.10.2.4. Other. Explain

>

If the answers to the guestions above do not direct you to apply for IRB approval using the form
“Application for IRB Apgproval of Human Sublects Besearch,” submit this completed form to the IRB for

determination if your activity requires further IRB review and approval.

Determination Whether Research or Similar Activities Require IRB Approval page 4




CNS Vital Signs (CNSVS) as a tool to screen for ADHD/LD in Student Athletes

- Objective: To estimate the incidence of ADHD and learning disabilities in freshmen
student athletes. The prevalence of ADHD and learning disabilities is frequently
reported to be higher in athletes than in the general population. Methods: Forty-six
entering student athletes were screened in groups (6-10 per group) using a
computerized cognitive battery (CNS Vital Signs), the screening sublests of the
Scholastic Abilities Test for Adults, and rating scales (Brown ADD Scale, Wender-Utah
Rating Scale). The testing took approximately 90 minutes per group. Results: Twenty-
eight (61%) were identified as having ADHD and/or a learning disability on the basis of
the screening. Their diagnoses were subsequently confirmed by formal
neuropsychological evaluations and steps were taken to provide appropriate treatment
services. Only four of the 28 (approximately 15%) had been previously evaluated. All of
the 46 students were successful during their first few semesters in college. With the
addition of Supplemental Instruction, a systematic educational approach used in core
academic subjects, the LD/ADHD students did almost as well as the non-disabled
students.

Conclusion: A brief, group administered battery can be used to screen for ADHD and
learning disabilities in at-risk coilege students. The incidence of these disorders appears
to be higher in student athletes.



e

Title : Screening for ADD/LD in Student Athletes

Enclosed, please find the data use agreement that the students signed
Mary Willingham u
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Emmower . : | | Business Phone;

Instirance company ' Group #
Address

opeychigdry to carry uut traatmerﬂ, =]
d that mc Neuropsyduatry has a Privacy Policy, which

' iBry"permission 1 release health information acquired in the
traatment o the appropn te parties, with all due di.wehon whan necessary for treatment,

Tesults,  progress note;, psymemempy notes, iratment
# hospitalizations, charges, visits, and any other infarmation

-peychiatric: eonﬂiﬁdns includiing drug and alcohl related problems and serually
that medical persornél at NC Newropsychiatty will communicate, on a regular bagis,
13 pmwdam. All rewrds are kept mnﬁdanhai and sharad on!y with pertmerst personng)

f tests, as pad dfamunma;

: msearch for exarnp!e;"m e';r'atuata the rehabimy of & tost, or o assess the mgnit?ve effects of different mectmhms.. hy
jdentily, however, is detached from these data before they are ever uzed, and ¢an never be discovered of revealed,

- { ungerstand that | have the right (o request restrictions on how health information may be used or disclosed, but that the
provider designated is not required to agree o the restrictions fequdsted, | understand that | have the right to revoke this
‘consent in writing, except {0 the extent thet the provider hae teken action in réliance on the consert. | agree that this'
corsert shalt be vaiid for the duration of my treatment at NC Neuropeyc!matry ar until reacinded in wiiting,

Muiatm&

S’ig'ﬁétum: — * o - Dsite:
Date!,

 Winess Signature:

REVIBED WR1/04







OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27509-7097

(919) 966-3113

Web site: ohre.unc.edu '
hitps:imy.research.unc.edu for IRB status
Federalwide Assurance {(FWA) #4801

To: Mary Willingham
Academic Services

CB: 8550 Kenan Field House
From: Behavioral IRB

Date: 5/19/2008

RE: Determination that Research or Research-Like Activity does not require IRB Approval
Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes
This submission was reviewed by the above-referenced IRB. The IRB has determined that this

submission does not constitute human subjects research as defined under federal regulations [45
CFR 46.102 (d or )] and does not require IRB approval.

Study Description:
Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 46 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

If your study protocol changes in such a way that this determination Wlll no longer apply, you should
contact the above IRB before making the changes.

ke ek ok ok ke ok ok L2222 2 LR T EELEELEL L

Lawrence B. Roserifeld, Ph.D.

Office of Human Research Ethics

Co-Chair, Behavioral Institutional Review Board
CB# 7097, Medical School, Bldg 52

University. of North Carolina at Chapel Hill
Chapel Hill, NC 27599-7097
aa-irb-chair@unc.edu

phone 919-966-3113; fax 919-966-7879
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First Review of IRB Submission
o - Initial -~

Training Not Met (Mary Willingham)

RQCEEpt Pate: 5/16/2008 Expiration Date : Previous Review Type:

IRB ID: 08-0883 IRB Coordinator :

IRE: Behavioral Pl Mary Willingham
Title:  Screening for ADD/LD in Student Athletes

I~ Exempt (Category: ) I71 Not Full IRB (Category: ) ™ FullIRB

Agenda Date

Reviewer 1; Reviewer 2;

Entered by: Laura O Curry

Study Description:

Submission Description:

PROCESSING STEPS (OFFICE USE ONLY): FINAL ACTHONS:

[~ Reviewer Checklist completed S ved '

[ Minar Stiptlation lefter: P=Aesuyed with Minor Stipulations
I Draft letter prepared ~ \§¥
[t Approved by chair as attached (Initials/Date: )

Bl to sender

[~ Approved by chair, see edits (Initals/Date: ) [~ Termination

I Ermail copy sent
[ Hard copy sent

I~ ?woval letter: ——
*Draft letter prepared T f

foApproved by chair as attached (Initials/Date:
[~ Approved by chair, see edits (Initials/Date:

L Email copy sent
[7 Hard copy sens -
Consent forms attached: @( _ N




Post Approval Subm|ss|ons . ,. o | | _ | e _'

Modlflcatlon Informatlon

ALERT: During the transifion to online IRB applications, we are offering the following choices as a convenience
between now and your next renewal. THIS APPLIES TO MODIFICATIONS ONLY.

L If the application for this study was created ONLINE, you should proceed as directed below.

if the application for this study is currently on PAPER, you have two options to submit a modification:

1) You can continue to submit on paper until your next renewal is due. You may access the paper-based
modification form here. :
2} You can proceed with your online modification as directed below. This requires the conversion of your full
application fo the onfine format. Basic information about your study from the existing IRB dafabase has been

I carried forward; however, the majority of information from your paper application will need to be entered at this
¢ fime.

To modify an approved study, edif the individual answers that make up the application. The questions below are
| intended solely for the IRB fo have a summary stafement of your requested action. The modifications cannot be
processed uniil the actual changes have been made throughout the application.

T Prowde-a brlef non-technical summary. of- any changes you will be makmg to the: study' The text you enter.
; t.ar i:the | :

_ id- ;
50 100 words. Include a llSt of any. documents that: have been modn‘led or added
SECTION'MAY BE EDITED BY THE IRB'FOR CLARITY ORLENGTH: "~ -

* This study now has screening information on 138 additional entering student athletes.

2.Is this:modification being stbmitted in respense to:an unanticipated problem/adverse event.or new findings?’
No

3.Do any:of the proposed changes increase risk? = -
No

4 Does this modification involve new'-i_nfOr'ma'ti'on that.-requires reconsent of CURRENT subjécts?-.
No Answer Provided
5.15 this study permanently closed to enrollment of subjects al! mterventlons and follow-up c"'mplete and
open for DATA: ANALYSIS 0NLY’> S . o o SRR SR
No

contmumg WIth Modlﬂca t;ons

if the application for this study was created ONLINE, you will have access fo your existing application. Click "save
and continue."”

\  If the application for this study is currently on PAPER, you have two options to submit a modification:

* You can continue to submit on paper until your next renewal is due.

i e You can submit the modification onfine. This requires the conversion of your fulf application fo the onfine
format. Basic information about your study from the existing IRB database has been carried forward;

however, the majority of information from your paper application will need to be entered at this time. You
may make any changes to the application that you are requesting at this time. Consent forms that currently
exist on paper can be cut and pasted into the consent form editor. More details will be provided in the
"Consent Forms" section.

i Reference Id l 171 00

S




 Principal Investig

* IRB Number 08-0883

ary Wllllngha ;*

General Informat;on

1 General lnformatlon
1.Project Title - o
Screening for ADD/LD in Student Athletes

2.Brief Summary. Provide a brief.non-technical-descriptioriof the study, which will'be used inIRB " SIS
documentation as a description of the study. Typicai summaries:are 50-100 words; Please ref ly,to each |tem
below; retaining. the subheading labels already in place; so that reviewers can réadily identify.the conte 5
PLEASE NOTE: THIS SECTION MAY BE EDITED BY THE IRB FOR:.CLARITY.OR:.LENGTH. = .-

Purpose: To estimate the incidence of ADHID and learning disabilities in freshman student athletes.

Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

2. Project Persoﬁnel

is project be led. by a STUDENT (undergraduate, graduate) or TRAINEE! (res.ldent fel!ow post" 16Y,
werkmg in fulfillment of- requ;rements for a'University course, -program or fellowship?: - S

e Ei P

may need.;to be updated

;Last Name Flrstheme Department Name
folimgham : 'Mary _ Academlc Services

NOTE: The IRB database will link attomatically fo UNC Human Research Ethics Training database and the UNC
Conflict of Interest (COl} database. Once the study is certified by the Pl, all personnel listed (for whom we have
email addresses) will receive separate instructions about COI disclosures. The IRB will communicate with fthe ;
personnel listed above or the Pl if further documentation is required.

3.If this research is based in a center, institute, or department {Administering Department) other than the ofig:”
listed above for the PI; select here: Be aware that if you'do not enter anythmg he _'e';the Pl s home i '
department will-be- AUTOMATICALLY inserted when you save this.page. : B

s Department Academle Serv:ces

i Reference Id: 1 17100




IRB Number: 08 0333 et

H

3. Funding Sources

1.ls this: project funded (or. proposed fo. be funded) by a contract or grant from an orgamzatlon external to
UNE-Chapel HiII?- SR S . S

No

2 Is this'study funded by UNC-CH (e.g.; department funds, internal pilot grants, itrust accounts)?-
No

3.Is this:regearch classified:(e:g. reqoires',go'vernmentei.security'olea'rénce)?: LT
No

¥ Grant A_ppiiéaﬁ'dﬂ. -

% Industry Sponsor Master Protocol

3@ Student Di‘ssertafion or T'hesis'Pr_oposéI- :

% Investigator Initiated Master Protocol

& Other Study Protocol R SRS o _' S

Lot

4, Scree}n'i‘ng Q”oestions

The folfowing questions will help you determine if your projecf will require IRB review and approval.

The first guestion is whether this is RESEARCH &

ctinvolve a systematic investigation, including research development, testing'and .. -
hich is designed to develop:or contribute to: generallzabl knowledge PLEASEN
should only: answer yes if your-activity. meets all the above." e BRI

Yes

1. Does your proje

estions will de ine if th re HUMAN SUBJECTS @

2 Will.you-be obtaining information about'a‘living individual through direct intervention‘or interaction.with that . -
individual? This would include any contact with people using questionnaires/surveys, interviews, focus . -
groups; observations treatment interventions, etc. PLEASE NOTE: Merely obtaining mformatlon FROM an -
individual does not mean you should answer 'Yes;' unless. the information is also: ABOUT them R

No

3. Wlll*you‘_,be using identifiable private information abolit a living individual collected through. means other ;
ect interaction?. This would include data, records or-biological specimens that are currentEy emstm
or-wnll:be collected in the future for purposes other than thls proposed research '.medtca{ records
ongoing collection of specimens for a tissue: reposltory) S S

No

The following questions will help build the remainder of your application.

4 Will subjects be studied in the Clinical and Translational Research Center (CTRC, previously known:as the -~
GCRC) oris the CTRC involved in any.other way WIth the s'tudy’> If yes thls appllcation WI|| be rewewed by
the CTRC: and additlonal data will be collected) i _ ' : S

| Ref‘erencé e




| IRB Number 03-0883

[ ——

i
i
H
¢
}
i
i

; Reference Id: 1 17100

PartA Questlons Common to Ali Studles " '_ o

No Answer Provided

5.Does'this study, dlrectly recruit participants: through the. UNC Health Care clinical settmgs for cancer- patlents

or does this study have a focus on:cancer:or a focus on‘a tisk factor for. cancer (e.g: mcreased physmal

activity: to: reduce calon cancer mcldence) or does this study receive, fundmg from.a cancer. agency o

foundation, or' ‘other cancer related group? (If yes th[s appllcatlon may re_ wre additlonaf rewew b .__he '

© Oncology: Protocol Review Commlttee yo
No Answer Provided

6.Are any.
this research (e.9.. s thisa
foreign locations)? "

Mo Answer Provided

i- _te study or does |t otherwnse lnvolve Iocatlons outS|de UNC-C

A 9 !dentlflers

1. Che ck-all of the fo!low:ng ldentiﬁers you Wlll:b '-'recelvmg Th:s does not apply to: Jnfermatlon on consent

;% N'élt‘rles: :

3% Telephone numbers

x Any elements of dates (Other than year) for dates. directly related to an individual, - - B
mcludmg birth date, admission date, discharge date, date of death. For ages over 89: all |

g’elements of dates (including year) indicative of such age, except that such ages and elements |
may be aggregated into-a single category of age 90 and older . : :

K Any geograph1c subdivisions smaller than a State, including street address city, county,
é precinct, zip code and their equivalent geocodes (e.g. GPS coordinates), except for the initial |
three dlgltS of'a z1p eode - !

¥ rax numbers

é K Electronic mail addresses
+ & Social security numbers - ' T - z
. % Medical record numbers |
; % Health plan beneficiary numbers

# Account numbers

¥ Cert1ﬁcate/l1cense numbers

¥ Vehicle identifiers and serial numbers (VIN), including license plate numbers
b4 Dev1ce identifiers.and serial numbers (e.g., implanted medical devree)

¥ Web universal resource locators (URLs)

¥ Internet protocol (IP) address numbers

' ® Biometric identifiers, including finger and voice prints

i
i

¥ Full face photographic images and any comparabie images

& Any other unique identifying number, code, or characteristic, other than dumniy ;
 identifiers that are not derived from actual identifiers and for which the re-identification key
’1s mamtamed by the health care provrder and not dlsclosed to the researcher

personnel; organizations, entities, facilities or locations. in-addition to UNC-Chapel. H|II mvolved i

Page 4 of 7
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Modification

2. Ferany-identifiers checked, how will these identifiers"be'etored_in-:relation'ship- to:the research-data? " "

em-.m..‘ S A R S asins it

| 1 % with the rescarch data (ie., in the same data set and/or physical location) - N :
ﬁ separate from the research data (i.e., coded with a linkage file stored in a different ;
Aphyswal location) 5

i 3.Are you collecting Social Security:-Numbers to be-used as a-unigue identifier for study tracking purposes for .
national régistry or. database'? (Do not check yes lf col[ectmg SSN on!y for payment purposes th|s WI|| be
addressed later:) S : L

No

NHSR

NHSR Activities :

Based on your responses, it appears that you are proposing a project that does not constitute research involving ‘

human subjects, and therefore does not require IRB approval. Please select the activities from the following list

that best describe your project. The IRB will review this submission and you will be notified of the outcome.

1.Check all the follswing that describe your project;

® Program Evaluation

¥ Class projects for educational purposes only f

; 3 QI/QA for internal purposes

# Center or core grants (to establish infrastructure)

& Training grants s

# Demonstration projects

# Case report (publication of clinical scenario that has already occurred)

¥ Secondary analysis of existing data or specimens, deidentified or coded _ g

¥ Key informant interviews {(e.g., interviewing officials about their organizations or policies)

® Other 3

2 Briefly 'describe yourreason for.checking the box(es). above; ™

Objective: To estimate the incidence of ADHID and 1D in student athletes. The prevalence is _

frequently reported to be higher in athletes than the general population. Methods: One Hundred and |

Eighty Four student athletes were screened usuing a computerized congitive battery (CNS &

| Impace) and the subsets of the SATA and rating scales Brown, Wender-Utah). The testing took

; approximately 90 minutes. Results: 25% were identified as having ADHD or LD on the basis of the

screening. Thier diagnosis were subsequently confirmed by fomal neuropschological evaluations

and steps were taken to provide appropriate treatment. This is a significant finding over the general |

population 6-7%. Conclusion: A brief, group administered battery can be used to screen for ADHD ¢

_' and LD in at-risk college students. The incidence of these disorders appears to be higher in student |

athletes. \

Attachments
i L _File Name = .. slo. 0. Document Type.
S fRB_os_ossa.pdf = Other |

B

1042013 03:15:49PM
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eR eferencé o 117100

Modification

Principal Investigator; Mary Willinghe;{;w ’

view attachments

" Date Submitted: 01/04/2013 03:15:49 PM
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|IRB Number: 08-0883 " Modificaon ~Principal Investigator: Mary Willingham |

By certifying below, the Principal Investigator affirms the following:

T will personally conduct or supervise this research study. I will ensure that this study is performed in compliance with all
applicable laws, regulations and University policies regarding human subjects research. I will obtain IRB approval before making
any changes or additions to the project. I will notify the IRB of any other changes in the information provided in this application, T
will provide progress reports to the IRB at least annually, or as requested. I will report promptly to the IRB all unanticipated
problems or serious adverse events involving risk to human subjects. I will follow the IRB approved consent process for all
subjects. [ will ensure that all collaborators, students and employees assisting in this research study are informed about these
obligations. All information given in this form is accurate and complete.

This study proposes research that has been determined to include Security Level 1 data security requirements. 1 agree to accept
responsibility for managing these risks appropriately in consultation with departmental and/or campus security personnel. The Data
Security Requirements addendum can be reviewed here.

If P1is a Student or Trainee Investigator, the Faculty Advisor also certifies the following:

I accept ultimate responsibility for ensuring that this study complies with all the obligations listed above for the P1.

- Certifying Signatures:

~ Signature: Electronic Signature Received
Mary Willingham

... Date: 1/04/2013 03:15:49 PM |

[Reforence Id: 117100 " Date Submitted: 01/04/2013 03:15:49 PM o

“Page: 70f7 |




OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27599-7097

(919) 966-3113

Web site: ohre.unc.edu

Federalwide Assurance (FWA) #4801

To: Mary Willingham
Academic Services

From: Non-Biomedical IRB
Date: 1/07/2013

RE: Contingencies to be addressed following IRB Review
Submission Type: Modification
Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes

This submission has been reviewed by the IRB. This is not an IRB approval. You may not
implement the research activities described in your submission until you have received a memo
indicating final IRB approval. The IRB determined that this submission MAY BE APPROVED,

pending stipulated change(s) and/or clarification(s).

Your review will be found online at the link below. You will be able to respond to each stipulation
using the online system.
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OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27599-7097

(919) 966-3113

Web site: ohre.unc.edu

Federalwide Assurance (FWA) #4801

To: Mary Willingham
Academic Services

From: Office of Human Research Ethics
Date: 1/09/2013

RE: Determination that Research or Research-Like Activity does not require IRB Approval
Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes

This submission was reviewed by the Office of Human Research Ethics, which has determined that

this submission does not constitute human subjects research as defined under federal regulations [45
CFR 46.102 (d or f) and 21 CFR 56.102(c)(e)(1)] and does not require IRB approval.

Study Description:

Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.

Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

If your study protocol changes in such a way that this determination will no longer apply, you should
contact the above IRB before making the changes.
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&Ii]édi\fumber 08 0883

tigator: Mary Willingha

Modlflcatlon Informatlon :

ALERT: During the transition fo online IRB applications, we are offering the following choices as a convenience !
between now and your next renewal. THIS APPLIES TO MODIFICATIONS ONLY. '

If the application for this study was created ONLINE, you should proceed as directed below.

If the application for this study is currently on PAPER, you have two options to submit a modification: :
1) You can continue to stibmit on paper until your next renewal is due. You may access the paper-based
maodification form here.

i 2} You can proceed with your onfine modification as directed befow. This requires the conversion of your full
application fo the online format. Basic information about your study from the existing IRB database has been
carried forward; however, the majority of information from your paper application will need to be entered at this
time.

To modify an approved study, edit the individual answers that make up the application. The questions below are
: Intended solely for the IRB to have a summary statement of your requested action. The modifications cannof be
processed until the actual changes have been made throughout the application. =

| 1Providé a brief non

-t_echnlcal summary. of any changes you will be maklng to'the study. The' text you: enter
here WI|| be. '

ed in‘the IRB approval document;.and:should contai g 1
sponsor find relevantie.g., master protocolfamendment vers _n;'number and ;date Typical: summaries. are
50:100-words. Include a list of : any documents that have. been modified or:added: P ASE NOT :
SECTION MAY BEEDITED'BY THEIRB FOR CLAR!TY OR: LENGTH, '

Added Richard Southall to project personnel.

2 Is this modification being submitted in. response to an unanticipated problem/adverse event or-new findings?:
No

3.Do.any of the proposed:changes increase risk?. .77

No

4.Does this modification involve new information that requires reconsent of CURRENT subjécts?: it
No 5

;. B.lsthisstudy permanently'closed fo enroIEment of subjects aH lnterventions and follow~up complete and
. openfor DATA ANALYSIS ONLY?:. ' Hie S R

No

o L AT

Contmumg W|th Modlflcatlonsw

If the application for this study was created ONLINE, you will have access fo your existing application. Click "save
and continue."”

If the application for this study is currently on PAPER, yot have two options fo submit a modification:

: + You can confinug to submit on paper until your next renewal is due.

* You can submif the modification online. This requires the conversion of your full application to the online ;
format. Basic information about your study from the existing IRB database has been carried forward;
however, the majority of information from your paper application will need to be enfered af this time. You
may make any changes to the application that you are requesting at this fime. Cansent forms that currently
exist on paper can be cut and pasted into the consent form editor. More details will be provided in the
"Consent Forms" section.

5 For additional gurdance in convemng your paper appl.'catfon click here.

fliéfe}é}me Id 120637
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1. Pro;ect Title. -
Screenmg for ADD/LD in Student Athletes

2.Brief Summary. Provide abrief hon-technical description of the: study, which will be used.in:IRB. . G
documentation as. 2 ‘description of the study Typlcal summaries:are 50- 100 words Please réply - to each Item
below; retammg the subheading labels already:in p[ace 50 that reviewers can: readlly identify the content
PLEASE NOTE:THIS SECTION MAY:BE EDITED BY THE IRB FOR CLARITY OR LENGTH:" ol

Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

i

2 Project Personnel

1.Will this. pr01ect befed by 'a STUDENT (undergradyate, graduate) or TRAINEE: (resndent fello, /. pos
working in fulfiliment of requirenients.for a:University:course; program or fellowship? -

No

LastName FirstName DepartmentName ~  ~Role .~ Detal
‘Wll[mgham Mary Academic Services " Principal Investigator .xiew
§Southal| Richard ~ Exercise and Sport Science  Co-investigator ~ view

NOTE: The IRB database will link automatically fo UNC Human Research Ethics Training database and the UNC
i Confiict of Interest (COI} database. Cnce the study is certified by the P!, all personnel listed (for whom we have
emall addresses) will receive separate instructions about COI disclosures. The IRB will communicate with the
personnel listed above or the Pl if further documentation fs required.

3.If this research.is based in a center, institute, or department (Admtmsterlng Department) other than the. one
listed:above forthe Pl seléct here. Be aware that if you:do riot enter anythlng here the PI s home '
department will be AUTOMATICALLY inserted when you save this page. - o Gk

g Department Academlc Serv1ces

%Reference Id: 2063 T T
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ary Willingham j

IRB Number 08-0883

Investigator:

g R ALk T R A R S A O RS 0 T A A i s L s ey

3 Fundlng Sources

1.1s this project funded (or. proposed to be funded) by a contract or: grant from an organlzatlon external to e
UNC-Chapel HIll?- -~ Lo ; . . e .

No

2 Is'this study flinded by UNC-CH (e.g., department funds; internal pilot grants, trust acgounts)?: & 15
No

3.ls this research classified.(e.g. requires governmental security clearange)?. - "
No

‘master protocol, grant application, or other proposal:supparting this-su {checkall that

® Grant A'[')'piiéat'iori"' |

® Industry Sponsor Master Protocol

% Student Dissertation or Thesis Proposal
| & Investigator Initiated Master Protocol
'% Other Study Protocol o

4. Screening Questlons

The following questions will help you determine if your project will require IRB review and approval.

The first question is whether this is RESEARCH 4

1.Does your project involve a systematic investigation; including research development, testing and.« /-
evaluat[on which'is demgned to develop or contribute to generahzable knowledge‘? PLEASENO
should only answer yes: if your-activity meets all the-above: i RO o

Yes

The next questions will determine if there are HUMAN SUBJECTS &

¢ 2.Will:you beobtaining information about:a-living individual through direct intervention or interaction with that
lnds\nd" al? This would-include any: contact with people Using: questlonnalreslsurveys interviews, focus =
groups;’ observations, treatment interventions, etc. PLEASE NOTE: Merely obtaining information FROM an:
individual dees’ noti ‘mean you should answer ‘Yes unless the. information is also:ABOUT them:. o

: No

3.will you'be using identifiable private information about a living.individual, collected through means other . ..
lirect interaction? This:s ould'mclude data records or. blo}ogical spemmens'th' are: currently ex:s ng
ve collected inthe future for purposes: other than' thl' "proposed resea ch (e
ongomg‘ collection of specimens for a tissue repository).: S S :

No

¢ The following questions will help build the remainder of your application.

5 4.Will subjects be studied in the Clinical and Translational Research Center (CTRC, previously known as the
GCRC) oris-the CTRC involved in any other way w;th the study’? _If es thls appllcat:on w1II be rewewed by
the CTRC. and addmonai data will be collected:)” R . B .

| Reference 1d: 120637 Date Submitied: 041082013 085208 PM " pPagar3of7 |




IRB Number: 08- 0883 Principal Investigator: Mary

No Answer Provided I

5.Does this study directly recruit participants through the UNC Health Care clinical settings for cancer patients
ofdoes this study have a focus on'cancer.or.a focus on a risk factor for cancer (e. g.increased physi

T activity to reduce colon cancer incidence) ot does this: study réceive funding from-a-cancer. agen
‘ foundation, or other cancer related group?: (I yes thls apphcatlon may requnre addlt:ona! rewew by he L

Onicology Protocol Review Committee,) ¢ T RN . . _ shA

§ No Answer Pravided

forelgnf,:_ca _ ns)‘?
No Answer Prov;ded

S TSRS

PartA Questlons Common to Al! Studles - " B ;' e
A 9 Identlflers

1. Check all-of the fol!owmg ldentlf iers you wﬂl’be: -recelvmg Thls does not appiy to mformatlon'-on,consent S

# Names o S T Cod

X Telephone numbers

é X Any. elements of dates (other than year) for dates directly related to an mdmdual
/including birth date, admission date, discharge date, date of death. Forages over 89:all |
clements of dates (including year) indicative of such age, except that such ages and elements
jmay be aggregated into a single category of age 90 and older '

¥ Any geographic subdivisions smaller than a State, including street address, c1ty, county,

precinct, zip code and their equivalent geocodes (e.g. GPS coordinates), except for the initial ;
three dlglts of a 21p code :

¥ Fax numbers

' | ¥ Electronic mail addresses i

{# Social security numbers

,! # Medical record numbers
| 3 Health plan beneficiary numbers
| % Account numbers

% Certificate/license numbers

& Vehicle identifiers and serial numbers (VIN), including license plate numbers
¥ Device identifiers and serial numbers (e.g., implanted medical device) '

| | & Web universal resource locators (URLS)

# Intemet p‘roteee] (IP) address numbers

X Biometric identifiers, including finger and voice prints
& Full face photographic images and any comparable images ; !
&£ Any other unique identifying number, code, or characteristic, other than dummy E

;identifiers that are not derived from actual identifiers and for which the re-identification key
*13 mamtamed by the health care prowder and not dlsclosed to the researcher

| Reference Id: 120637




Modification ' inci

2.For any identifiers checked, how will these identifiers be stored in relationship to:the research.data? '«

% with the research data (1 €., in the same data set and/or physwai locatlon) ' S

N separate from the research data (i.e., coded with a linkage file stored in a different
physxcal locanon)

3.Are you collecting Social Security Numbers to'be used as a unique-identifier for study tracking: purposes for
i egistry or database’r’ (Do not check yes If collectmg SSN oniy for payment purposes thls W|II be

add'réssed later.y ‘

: No i
N HSR _

; ot 104 Tt s e e S A R A N 0 S P i s S S AR 8 N F S F T e £ 0 e 8 S YT D R R R £ o i SR By i i Y T L A A 85 R D E .w%
NHSR ACtIVItleS
Based on your responses, it appears that you are proposing a project that does not constitute research involving

I human subjects, and therefore does not require IRB approval. Please select the activities from the following list
that best describe your project. The IRB will review this submission and you will be notified of the outcome.
1.Check all the following that descriie your project. = 7 17

¥ Program Evaluation

% Class projects for educational purposes only

# QI/QA for internal purposes

¥ Center or core grants (to establish infrastructure)

# Training grants

a # Demonstration projects
¥ Case report (publication of clinical scenario that has already occurred)

« Secondary analysis of existing data or specimens, deidentified or coded E

& Key informant interviews (e.g., interviewing officials about their organizations or policies)

¥ Other |

:

2 Briefly describe your teasoi for checking the box(es)above: "1 g

i

Objective: To estimate the incidence of ADHD and LD in student athletes. The prevalence is i
frequently reported to be higher in athletes than the general population. Methods: One Hundred and |
Eighty Four student athletes were screened usuing a computerized congitive battery (CNS &
Impace) and the subsets of the SATA and rating scales Brown, Wender-Utah). The testing took
approximately 90 minutes. Results: 25% were identified as having ADHD or LD on the basis of the |
screening. Thier diagnosis were subsequently confirmed by fomal neuropschological evaluations

and steps were taken to provide appropriate treatment. This is a significant finding over the general
population 6-7%. Conclusion: A brief, group administered battery can be used to screen for ADHD
and LD in at-risk college students. The incidence of these disorders appears to be higher in student
athletes.

; ; Document Type

| Reference "~ Date : 04/08/2013 08:5:

Attachments o |
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'IRB Number: 08-0883  Modifieation ~~ Principal Investigator: Mary Willingham |

By certifying below, the Principal Investigator affirms the following:

I will personally conduct or supervise this research study. I will ensure that this study is performed in compliance with all
applicable laws, regulations and University policies regarding human subjects research. I will obtain IRB approval before making
any changes or additions to the project. I will notify the IRB of any other changes in the information provided in this application. I
will provide progress reports to the IRB at least annually, or as requested. T will report promptly to the IRB all unanticipated
problems or serious adverse events involving risk to human subjects. I will follow the IRB approved consent process for all
subjects. I will ensure that all collaborators, students and employees assisting in this research study are informed about these
obligations. All information given in this form is accurate and complete.

This study proposes research that has been determined to include Security Level 1 data security requirements, I agree to accept-
responsibility for managing these risks appropriately in consultation with departmental and/or campus security personnel. The Data
Security Requirements addendum can be reviewed hete.

If P1is a Student or Trainee Investigator, the Faculty Advisor also certifies the following:

I accept ultimate responsibility for ensuring that this study complies with all the obligations listed above for the PL
Certifying Signatures:
Signature: Electronic Signature Received  Dale: 4/08/2013 08:52.07PM
Mary Willingham

jf{eferenceldml 26637 s e S




OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27599-7097

(919) 966-3113

Web site: ohre.unc.edu

Federalwide Assurance (FWA) #4801

To: Mary Willingham
Academic Services

From: Office of Human Research Ethics
Date: 4/09/2013

RE: Determination that Research or Research-Like Activity does not require IRB Approval
Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes

This submission was reviewed by the Office of Human Research Ethics, which has determined that

this submission does not constitute human subjects research as defined under federal regulations [45
CFR 46.102 (d or f) and 21 CFR 56.102(c)(e)(1)] and does not require IRB approval.

Study Description:

Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

If your study protocol changes in such a way that this determination will no longer apply, you should
contact the above IRB before making the changes.

CC:
Richard Southall, Exercise and Sport Science

page 1 of 1
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Y Prm01pa1 Investlgator Mary Wlllmgham i

Modification

PostApprovaI Submlssmns | o | | | ‘_ | | |

Modification Informatlon

To modify an approved study, edit the individual answers that make up the application. The questions below are
intended sofely for the IRB fo have a summary statement of your requested action. The modifications cannot be
processed untif the actual changes have been made throughout the application.

1. Prowde a bnef non-techmcai summary of any: changes you:will be: maklng to the study “The'text you enter
s

50~ 100 words; Include:- a ||st of any: documents that have been mOdEer_d r_ added P' ASE NOTE HlS !
SECTION MAY BE- EDITED BY- THE'IRB-FOR:CLARITY ORLENGTH. o0 e e
Add Dr. Jay Smith as a secondary investigator 3
2.Is this ‘modification: beirig submitted in response’to an-unanticipated problem/adverse evént or new findings?:
No '
3.Dg ‘any:of the proposed-changes increase risk?. §
No
4.Does ‘this.modification involve new-information that requires reconsent of CURRENT subjects? - /7w :
No ’
5.15:this study permanently. closed to enro!lment of sub'ects"-all--anterventlons and follow' somplete;and- - ‘
open for DATA ANALYSIS ONLY? - T g s T R
No
Continuing with Modifications
Click the "save and continue" butfon to access your existing application. i
You may make any changes to the application that you are requesting at this time.

General informatlon

1 General Informatlon
Screenmg for ADD/LD in Student Athletes

2. Brlef Summary Prowde a brief non-techmca! descnptlon of the study, which will be used:m IRB
PLEASE NOTE THIS: SECTION MAY. BE EDITED BY. THE iRB FOR CLARITY OR’ LENGTH
Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 184 entering student athletes at UNC-Chapel Hill.
Procedures: Secondary data analysis.
|
S e . S—
2. Project Personnel
1. Will-this project:be led by a STUDENT (undergraduate, graduate) or TRAINEE (remdent feE[ow postdoc)
working'in fulflllment of requirements for a University.course, program-or. fellowship? .- - :
Reference Id: 124318 Submitied: 06242013 03:23:54PM T Pageilof6 |




igator: Mary Willingham |

i No |
;
Ly st Name  First: Name D'ep__ar_tm_e.nt_ Najme_:} e '_.._fRoIe LN j
i %\Nllhngham Mary - Academic Services Prmcapal invest:gator
! Southall Richard Exercise and Sport Scrence Co-investigator
; ;Smlth e Jay o Hlstory : Co-investigator
i NOTE: The IRB database will link autornalically o UNC Human Research Ethics Training dafabase and the UNC 5
i Conflict of Interest (COl} database. Once the study is certified by the Pl all personnel listed (for whom we have
i email addresses) will receive separate instructions about CO! disclosures. The IRB will communicate with the
¢ personnel listed above or the P if further documentation is required.
% 3.1f thnsrresearch is based ina center mstrtute or department (Admrmstermg Department) other than’--the'one
Department

evimnes - - - wd %

. 3. Funding Sources

UNC-ChapeI Hill?.:
No

No

No

apply)?:

3.18 this research classified-(e.q. requires governmental secufity clearance)?: .. i

1.Is thig project. funded (or proposed to be funded) by a contract or grant from an organizatlcn external tc S

2.t this study funded by UNC-CH (e.g:; department funds; irternal pifot grants; trust aceounts)? b

4 ls'there: a master protocol grant applrcatron or other proposai supportmg thrs submrssuon (check aEI that :

x Grant Appircatlon
X Industry Sponsor Master Protocol
r% Student Dissertation or Thesis Proposal

#& Investigator Initiated Master Protocol

? ;% Other Study Protocol S R _ e

| Reference Id; 124318
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| Reference Id: 124318 Date Submiticd: 06/24/2013 03:23:54 PM

4. Screening Questions

The following questions will help you determine if your project will require IRB review and approval.

The first question is whether this is RESEARCH @

1 Does your: rojectinvolve a systematic:investigation, including research development, testing and -7
on, which is designed to develop or contribute to generallzable knowledge‘? PLEAS_E_NOT You:
should: only answer yes'if your actwrty meets all the above Sl e T T R SRR

Yes

The next questions will determine if there are HUMAN, SUBJECTS @

2.Will you be obtalnlng mformatton about aliving’ |nd|V|dual through direct intervention or inter:

groups; observatlons treatment mterventlons atc.| ,_LEAS NOT

. atlon isalso ABOUT*t em.:

' individual does not mean you should answer Yes," Unless the inf
No

dentifiable: private information about aliving individual collected through means other -
an direc ntera ion? This would. mclude data;. records.or biologicai specimeéns that are: currently exrstmg
or willbe collected in the future for: purposes .other than: thls proposed research (e g medlcal record
.ongeing: collectlon of specimens for a tissue repository).

No

The following questions will help build the remainder of your application.

4, Wlll subjects be studied in. the Cllnical and: Translatrona] Research Center. (CTRC pre\nously known asthe

e ,RC and addltional data wrll be collecied.. RER
\Io Answer Provided

Oncology Protocoi Re\new Commrttee )
No Answer Provided

" A 9 tdedn”trflers

1.Check all of the following identii iers you already have or WI” be recelvmg Thls does not app[y to R
rnformatlon on.consent forms. *.. _ : . T L

R Names : '

| & Telephone numbers g

]

6.Are any personnel; organizations, entities, facilities or locations in-addition to UNC-Chapel Hill involved in j
this research (e.g.: Jis:this a mult|-5|te study or does rt othenmse mvolve iocatlons outsrde UNC-CH rncludlng
forelgn locations)? . MR i : R ;

No Answer Provided <
Part A. Questlons Common to AII Studles {
il i o8 i T .,).As



[RB Number: 03-0883

Prmc.lpal Investrg

# Any elements of dates (other than year) for dates directly related to an individual,

‘including birth date, admission date, discharge date; date of death. For ages over:89: all
elements of dates (including year) indicative of such age, except that such ages and elements
may be aggregated into a single category of age 90 and older . ;

& Any geographic subdivisions smaller than a State, including street address, city, county,
 precinct, zip code and their equivalent geocodes (e.g. GPS coordinates), except for the 1n1t1al
three digits of a zip code

% Fax numbers
& Electronic mail addresses
# Social Security numbers

# Medical record numbers

% Health plan beneficiary numbers

& Account numbers

] % Certificate/license numbers N :
¥ Vehicle identifiers and serial numbers (VIN), including license plate numbers
i ® Device identifiers and serial numbers (e.g., implanted medical device) '

i

¥ Web universal resource locators (URLs)

« K Internet protocol (IP) address numbers -

% Biometric identifiers, including ﬁnger and voice prints
?f Full face photographic images and any comparable images

; x Any other unique identifying number, code, or characteristic, other than dummy :
{identifiers that are not derived from actual identifiers and for which the re-identification key
3 1s mamtamed by the health care provrder and not disclosed to the researcher

2.For.any identifiers checked, ‘:ho\.vawill--the'se identifiérs be stored in relationship to. ’ché.’i‘ésﬁéﬁr"t:hf‘dé’té_? N

i
;ﬁ with the research data (1 e., in 1 the same data set and/or physwal locatron)

% separate from the research data (i.e., coded with a linkage file stored in a different :
physacai locatlon) . | i

H

it

3 Are you.collecting Social Security:Numbers to be used as a unique identifier.for'study tracking plirposes for
natlonatf:'reglstry or: database‘? (Do not chec' 'yes |f collect;ng SSN om‘y for payment purposes thls w;!l be
addressedilater.) . ool S _ . _ . 4

No

ary erlmgham E

NHSR
NHSR ACtIVItleS

Based on your responses, it appears that you are proposing a project that does not constitute research involving
human subjects, and therefore does not require IRB approval. Please select the activities from the following list
that best describe your project. The IRB will review this submission and you will be notified of the outcome,

1.Check all the following that - describe your:project.. .~ 0
& Program Evaluation
#& Class projects for educational purposes only

rence [d: 124318 Date Submitied: 06242013 03:23:54 PM
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Prin 1pa] Investlgator Mary thlmgham :

IRB Number 03 0383 338 S B 5t

j ¥ QI/QA for internal purposes

& Center or core grants (o establish infrastructure)

¥ Training grants

K Demonstration projects

# Case report (publication of clinical scenario that has already occurred)
« Secondary analysis of existing data or specimens, deidentified or coded

¥ Key informant interviews (e.g., interviewing officials about their organizations or policies)
K Other

2.Briefly-describe your reason-for ¢hecking-the'box(es) above:

Objective: To estimate the incidence of ADHD and LD in student athletes. The prevalence is

i frequently reported to be higher in athletes than the general population. Methods: One Hundred and

; Eighty Four student athletes were screened usuing a computerized congitive battery (CNS &

Impace) and the subsets of the SATA and rating scales Brown, Wender-Utah). The testing took

< approximately 90 minutes. Results: 25% were identified as having ADHD or LD on the basis of the

i screening. Thier diagnosis were subsequently confirmed by fomal neuropschological evaluations <
- and steps were taken to provide appropriate treatment. This is a significant finding over the general

j population 6-7%. Conclusion: A brief, group administered battery can be used to screen for ADHD |

and LD in at-risk college students. The incidence of these disorders appears to be higher in student

; athletes. :

: T :'Documeh.t Type_:'_'k- iy
§‘4[R540$_0883.'p_d‘f ~Other

view attachmentga
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mf’ﬁr’;r;cipaf Investigator: MaJ'yNW1iuilngﬂamﬂg

Modification

| IRB Number: 08-0883

By certifying below, the Principal Investigator affirms the following:

1 will personally conduct or supervise this research study. I will ensure that this study is performed in compliance with all
applicable laws, regulations and University policies regarding human subjects research. I will obtain IRB approval before making
any changes or additions to the project. I will notify the IRB of any other changes in the information provided in this application. 1
will provide progress reports to the IRB at least annually, or as requested. I will report promptly to the IRB all unanticipated
problems or serious adverse events involving risk to human subjects. I will follow the IRB approved consent process for all
subjects. 1 will ensure that all collaborators, students and employees assisting in this research study are informed about these
obligations. All information given in this form is accurate and complete.

This study proposes research that has been determined to include Security Level 1 data security requirements. I agree to accept
responsibility for managing these risks appropriately in consultation with departmental and/or campus security personnel. The Data
Security Requirements addendum can be reviewed here.

If Pl is a Student or Trainee Investigator, the Faculty Advisor also certifies the following:

I accept ultimate responsibility for ensuring that this sfudy complies with all the obligations listed above for the PI.
~ Certifying Signatures:
Signature: Electronic Signature Received
Mary Willingham

... Date: 8/24/2013 03:23:54 PM

[Reference I¢: 124318 Date Submitied: 06242013 0323:54 PM
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OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27599-7097

(919) 966-3113

Web site: ohre.unc.edu

Federalwide Assurance (FWA) #4801

To: Mary Willingham
Academic Services

From: Office of Human Research Ethics
Date: 6/24/2013

RE: Determination that Research or Research-Like Activity does not require IRB Approval
Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes

This submission was reviewed by the Office of Human Research Ethics, which has determined that
this submission does not constitute human subjects research as defined under federal regulations [45
CFR 46.102 (d or f) and 21 CFR 56.102(c)(e)(1)] and does not require IRB approval.

Study Description:

Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

Submission Description:
Add Dr. Jay Smith as a secondary investigator.

If your study protocol changes in such a way that this determination will no longer apply, you should
contact the above IRB before making the changes.

CC:

Richard Southall, Exercise and Sport Science
Jay Smith, History

page 1 of 1



EIRB Number 08- 0883

Post ApprovaISubmlss:ons | | | . o

Modlﬂcatlon Information

To modify an approved study, edit the individual answers that make up the application. The questions below are
intended solely for the IRB to have a summary statement of your requested action. The modifications cannot be
processed urttil the actual changes have been made throughout the applicatfon.

SECTION NIAY .BE EDITED BY: THE: IRB. FOR CLARITY OR LENGTH

: Compare this (deidentified) cohort with previous cohorts and include graduation trends.
2.1s this'modification being 'submitted in response to an unanticipated .:;ijfbb'lferhfa'glve'_isé-‘é\iént‘or:: new findings?’
No
3.Do any of the proposed changes increase risk?. . i
No
4.Dogs this:medification:involve new information that requires reconsent of CURRENT subjects? .00 17 i
No
s'stlidy permanently:closed to enrollment of subjectsfff.all mtervent!ons and"-follow—up complete and'{'!
open. or DATAANALYSIS ONLY? S
No
. Continuing with Modifications
Click the "save and confinue” butfon to access your existing application.
You may make any changes to the application that you are requesﬁng at this time.

General Informatlon

FEETENG IR TR R MRS R AT st it e e e A Y e b 3 £ e i 58 - i bt e L T R LI T

1. General Informatlon
| 1.Project Title " EIR S
Screening for ADD/LD in Student Athletes

2.Brief: Summary -P_rovade a bnef non-technlcal descnpt:on of the study, WhICh w1|| be'used in iRB

PLEASE NOTE THIS SEGTION MAY BE. ED!TED BY. THE IRB FOR: CLAR[TY OR LENGTH

3 Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.
Participants: 184 entering student athletes at UNC-Chapel Hill.
Procedures: Secondary data analysis.

AT T T

§ 2 Project Personne!
3 1. Will:this: project. be led by a STUDENT (undergraduate, graduate) or TRAINEE. (remdent feiiow postdoc)
! .

working:in fulfillment of requirements for a University course, program or fellowship? .

[ Reference Id: 128817 -

Page: 10£6 |




tnc al Invesngator Mary thlmgh'lm

t
i
H

2 List all pioject personnel beginning with.principal investigater, followed by faculty advisor, co- lnvest:gators
study coordlnators _and anyone else who has contact wrth subjects or |dent:f|able data from subjects

' lnc[ude collaborators who

] stommumty Based Partrmpatory Research (CBPR) or you are othenmse worklng W|th
ot,functronmg as’ researchers) you may not b' qu d'to i

here s prOJect personnel consUIt with-yelr IRB: o :

nded:1 search team mcludes multiple lnd[\nduals w1t

j

| may need tobe updated _ B

| |LastName  First Name - 'Dep'ér't;h'ajé_n. Name . Role il
Willingham -~ Mary Academic Services - - Prrnmpal lnvestlgator - view.
Southall Richard Exercise and Sport Scrence Co-investigator view
Smith, - day o History. - | Co-investigator - view

f MOTE: The IRB database will link automatically to UNC Human Research Ethics Training database and the UNC

Conflict of Inferest (COl) database. Once the study is ceriified by the Pl, all personnel listed (for whom we have
email addresses) will receive separate instructions about COf disciosures. The IRB will communicate with the
personnel listed above or the P! if further documentation is required.

%Department Aoademlc Servrces ; %
3. Funding Sources
1.1s this project funded (or proposed to be funded) by a contract or grant from an orgamzat;on{'_ XTERNAL to
UNC -Chapel HIII? " : ; S e T e
No
2 Is'this-study funded by UNC-CH {(e.g., department funds; interhal pilot grants, trist'accounts)?: 0! :
S No '
3.Is this research classified (e.g. requires: governmental security clearance)? "7
i No
§ 4 ls there'a: master protocol grant applacatlon or, other proposai supporttng thls submlssron (check aH that
ooapply)? S , R
{1 % Grant Application ]
# Industry Sponsor Master Protocol 3 {
E i - . . R . . . . . . ;
! % Student Dissertation or Thesis Proposal ’
L ¥ Investigator Initiated Master Protocol :
¥ Other Study Protocol ' ' : e f

- 11/12/2013 04:06:26 PV




/ IRB Number: 08-0883 " Principal Investigator: }

4. Screening Questions

The following questions will help you determine if your project will require IRB review and approval.

The first question is whether this js RESFARCH @

‘involve a ‘systematic. :nvestlgatlon including research development; testmg and .
:demgned'to-develop .or.contribute to, generahzable kn' w_]edge'? PLE
should only answer. yes if your activity. meets all the above. . LT

Yes

1. Does your’-prOJect

€ uestrons will determine if there are H SUBJECTS &

wolild include, any ‘contact with people using. questlonnatreslsurvey
tlons treatment mterventlons etc PLEASE NOTE Merely obtalnm

will 2 fol _ (e g medlcal record
ongomg coliectlon of specimens for a tissue rep051tory) SRR ,

: No

The foﬂowing questfons will help build the remainder of your application,

ogy: rofocol Rewew Commiittee. )
No Answer Provided

UNC 's IRB.cover: another srte or' mdlv__ 'ual . See guidanc

No Answer Provided

fary W

illingham

2.Will you. be obtaining: :nformahon about a living individual through direct’ mterventlon orinteraction with th

6.Are. any: personnel organ_lzatlons entmes facmt:es or Iocatlons |n addltlon to UNC Chapel Hill: :nv_oived"' L

PartA Questlons Common to AII Studles - )

A 9. Identlflers

i 1.Check which of the following identifiers you already have or wuli be rece:\nng or select "None of the above "
’ This: does hot apply to information:on consent forms.

- % Names . |

g §ﬁ Telephone numbers

Reference [d 1288 17




UIRB Number: 08-0883

& Any elements of dates (other than year) for dates directly related to an individual;
including birth date, admission date, discharge date, date of death. For ages over 89: all
+elements of dates (including year) indicative of such age, except that such ages, and elements
may be aggregated into a single category of age 90 and older

& Any geographic subdivisions smaller than a State, including street address, city, county,
precinct, zip code and their equivalent geocodes (e.g. GPS coordinates), except for the initial
three digits of a zip code

% _F_ak numbers
¥ Electronic mail addresses

% Social Seeurity numbers

¥ Medical record numbers
¥ Health plan beneficiary numbers

i ¥ Account numbers

| ® Certificate/license nﬁmbers ._
& Vehicle identifiers and serial numbers (VIN), including license plate numbers
X Device 1dent1ﬁers and serial numbers (e.g., implanted medical device)

| ¥ Web universal resource locators (URLs)

‘ .g.?-ln't_ernet.pr(jtoc_ol (IP) address numbers
# Biometric identifiers, including finger and voice prints

¥ Full face photographic images and any comparable images 1
K Any other unique identifying number, code, or characteristic, other than dummy |
identifiers that are not derived from actual identifiers and for which the re-identification key

is maintained by the health care pr0v1der and not disclosed to the researcher
® None of the above ' :

g % with the research data (i.c., in the same data set and/or physical location)

X separate from the research data (i.e., coded with a linkage file stored in a different
*physrcal locatron)

addressed Iater-) L
No

2 Forany.identifiers checked; how will thése identifiers be stored ir relationship to the research data?, 7 1%

&

Investrgator Mary Wli]mgham :

NHSR Actlvmes

1.Check all thefollowing that describeyour project. -

¥ Program Evaluation

Based on your responses, it appears that you are proposing a project that does not constitute research involving
hurnan subjects, and therefore does not require IRB approval. Please select the activities from the following list
that best describe your project. The IRB will review this submission and you will be notified of the oufcome.

' Page 40f6 |



'IRB Number: 08-0883 o  Modification Principal Investigator: Mary Willingham

;
e

g # Class projects for educational purposes only

& QUQA for internal purposes
| 3 Center or core grants (to establish infrastructure)
3 3 Training grants

# Demonstration projects

i+ & Case report {publjcation of clinical scenario that has already occurred)

+#’ Secondary analysis of existing data or specimens, deidentified or coded

¥ Key informant interviews (c.g., interviewing officials about their organizations or policies)
¥ Emergency use of investigational test article (without prior IRB approval)

# Research involving records or specimens from deceased individuals

R Other '

2 Brigfly ‘désciibe your reason for-checking the box(es).above:
Objective: To estimate the incidence of ADHD and LD in student athletes. The prevalence is
frequently reported to be higher in athletes than the general population. Methods: One Hundred and
Eighty Four student athletes were screened usuing a computerized congitive battery (CNS &
Impace) and the subsets of the SATA and rating scales Brown, Wender-Utah). The testing took
approximately 90 minutes. Results: 25% were identified as having ADHD or LD on the basis of the
| screening. Thier diagnosis were subsequently confirmed by fomal neuropschological evaluations
and steps were taken to provide appropriate treatment. This is a significant finding over the general
population 6-7%. Conclusion: A brief, group administered battery can be used to screen for ADHD
and LD in at-risk college students. The incidence of these disorders appears to be higher in student
athletes. »

Attachments .7 » e : v. . U

Th:s submission requnres the fol[owmg attachments
L_ocument Type ' Sy TNy :

Thls submlssmn mcludes the foIIowmg attachments S
Nam G Document Type
Other .

| 1RB 0B OsEpat

view attachments

i Reference Id: 128817 T T MUb;té’néuﬁbmittea‘:"i‘l"/n'ﬁimi/2013 04:06:26 PM R PageSNof gf




SIRB Number 08 0883 Mc;czitidﬁcy:;tion Prmcxpal Investlgator Mary W1111nghzi;:1‘ }

By certifying below, the Principal Investigator affirms the following:

I will personally conduct or supervise this research study. I will ensure that this study is performed in compliance with all
applicable laws, regulations and University policies regarding human subjects research. I will obtain IRB approval before making
any changes or additions to the project. I will notify the IRB of any other changes in the information provided in this application, [
will provide progress reports to the IRB at least annually, or as requested. I will report promptly to the IRB all unanticipated
problems or serious adverse events involving risk to human subjects. T will follow the IRB approved consent process for all
subjects. I will ensure that all collaborators, students and employees assisting in this research study are informed about these
obligations, All information given in this form is accurate and complete.

This study proposes research that has been determined to include Security Level 1 data security requirements. 1 agree to accept
responsibility for managing these risks appropriately in consultation with departmental and/or campus security personnel. The Data
Security Requirements addendum can be reviewed here

If P1 is a Student or Trainee Investigator, the Faculty Advisor also certifies the following:

I accept ultimate resp0n51b111ty for ensurmg that this study complies with all the obligations listed above for the PI.

Certlfymg SlgnatuFES'
Signature: Electronic Signature Received ___ Date: 11/12/2013 04:06:26 PM

Mary Willingham

"Reference Id: 128817  Date Submitted: 11/12/2013 04:0626 PM Page: 60f6 |




OFFICE OF HUMAN RESEARCH ETHICS
Medical School Building 52

Mason Farm Road

CB #7097

Chapel Hill, NC 27599-7097

(919) 966-3113

Web site: ohre.unc.edu

Federalwide Assurance (FWA) #4801

To: Mary Willingham
Academic Services

From: Office of Human Research Ethics

Date: 11/13/2013

RE: Determination that Research or Research-Like Activity does not require IRB Approval

Study #: 08-0883

Study Title: Screening for ADD/LD in Student Athletes

This submission was reviewed by the Office of Human Research Ethics, which has determined that

this submission does not constitute human subjects research as defined under federal regulations [45
CFR 46.102 (d or f) and 21 CFR 56.102(c)(e)(1)] and does not require IRB approval.

Study Description:

Purpose: To estimate the incidence of ADHD and learning disabilities in freshman student athletes.

Participants: 184 entering student athletes at UNC-Chapel Hill.

Procedures: Secondary data analysis.

If your study protocol changes in such a way that this determination will no longer apply, you should
contact the above IRB before making the changes.

CC:

Jay Smith, History
Richard Southall, Exercise and Sport Science

page 1 of 1



IRB https://apps.research.unc.edu/irb/index.cfim?event=admin.study.pgSt...

Logged in &s Joy Bryde on apps(

HOME COMMITTEE REVIEWS ADMIN HELP LoeouTt

i Study History

Back to pravious page |
IRB Number: | 50900 Bearch] Screening for ADDAD in Student Athletes. :
. - IRB No; o Study Status: NHSR
|131=H Nen-Biomadical Expiration Date:
PR Mary Willingham Last Appraved:
o ﬁtﬂz None found
Submissions for 08-0883
Submissien Type Approval State Date Submifted Approval Date Expiration Date Review fy@
i Modification : NHSR 11/112{2043 Mot Full Board
# Modification NHSR 06/24/2013 Not Full Board
¢ Modification NHSR 04/09/2013 Not Full Board
! Modification NHSR 01/04/2013 Not Full Beard
>> 3 Initial * NHSR 05¢16/2008 Mot Full Board

* paper submissions

This application is supported by UNC-CH Research information Tachnolegy
Flease contact us if you have any questions

lofl ' 12/12/2013 4:28 PM



OFFICE OF HUMAN RESEARCH ETHICS

MEDICAL SCHOOL BUILDING 52 T: 919 843-8806

CAMPUS BOX 7097 F: 919 966-7879

CHAPEL HILL, NC 27599-7097 URL: HTTP://OHRE.UNC.EDU/

January 16, 2014

Mary Willingham

Learning Specialist

Center for Student Success and Academic Counseling
2206 SASB North Suite # 2203, Campus Box 3106
Chapel Hill, NC 27599-3106

RE: IRB Study #08-0883, “Screening for ADD/LD in Student Athletes”

As you know, our office made the determination in 2008 (and reaffirmed in 2013) that the
project referenced above did not constitute research involving human subjects, as defined by
federal guidance. Because it was understood to not involve human subjects, it did not require
IRB approval. As a point of clarification, please note that this determination (i.e., that your
project was not human subjects research) did not constitute an IRB approval, as it has been
characterized in some recent communications.

This determination was based on information provided in your application(s), which led us to
conclude that (a) you were conducting a secondary analysis using data collected by others for
non-research purposes; and (b) you and other investigators would not be able to identify
individual student athletes, i.e., the data were de-identified. If there are codes that might allow
linkage to identifiers, these must reside in the custody of others who are outside of the research
team, and are not to be shared with the researchers conducting the secondary analysis. This
permanent “firewall” that separates research data from identifiers is what allows the
determination that such projects do not involve human subjects.

It has now come to our attention that the dataset currently in your possession contains identifiers,
which contradicts your earlier claims. Therefore, we must rescind our prior determination,
effective immediately. If you wish to continue with research using these data, please submit a
full application for review by the IRB. Any continued use of these data in the absence of IRB
approval constitutes a violation of University and federal policies for protection of human
subjects. Because it appears that your data are identifiable, it is even more imperative that you
continue to protect the identities of individual subjects in your dataset. Please be sure to
communicate this to others involved in your project.

Sincerely,

§o)
W NP T—

Jeanne Lovmo, MA
OHRE Compliance Coordinator

CcC: Daniel Nelson, Director, Office of Human Research Ethics
Barbara Entwisle, Vice Chancellor for Research
Bobbi Owen, Senior Associate Dean for Undergraduate Education


http://ohre.unc.edu/

From: Lovmo, Jeanne

To: Nelson. Daniel K
Subject: FW: FINAL Letter for Mary Willingham from UNC IRB 1-16-2014 -on Letterhead.pdf
Date: Thursday, January 16, 2014 5:25:00 PM

This email from Richard Southall was forwarded to me form Mary Willingham.
Jeanne

From: Willingham, Mary C.

Sent: Thursday, January 16, 2014 5:12 PM

To: Lovmo, Jeanne

Subject: FW: FINAL Letter for Mary Willingham from UNC IRB 1-16-2014 -on Letterhead.pdf

From: SOUTHALL, RICHARD [Southall@hrsm.sc.edu]

Sent: Thursday, January 16, 2014 5:07 PM

To: Willingham, Mary C.

Subject: Re: FINAL Letter for Mary Willingham from UNC IRB 1-16-2014 -on Letterhead.pdf

Mary,
Thank you for forwarding me the letter from the UNC OHRE.

If you want, as co-investigator on the referenced project, | would be happy to assist you in completing a full
application for review with the UNC-CH Office of Human Research Ethics via the IRBIS system.

Before we begin this process, could you please forward several questions | have to the proper individual, perhaps
Ms. Jeanne Lovmo - OHRE Compliance Coordinator. You may simply want to forward this email to her.

Please find out whether this full application for review should be completed as a modification to the current
referenced study or whether this should a a new study submission. This will affect how the IRBIS application
process is completed.

Also, there are several questions that are pertinent and on which | would appreciate clarification:

1) Are the individuals to whom you forwarded the the original non-research data (I think this is the data Dr. Lyn
Johnson and you collected) precluded from utilizing the data and conducting any analyses? In other words, is
Provost Dean or any other UNC staff member currently conducting any analysis on the original data set (with
identifiers) forwarded to them? Is Dr. Dean and/or his staff subject to the restrictions noted in the attached letter. |
ask this to insure no one is currently utilizing this data for analysis, since it would constitute a violation of
University and federal policies.

2) The data you forwarded to me as | have previously noted was immediately de-identified (names were removed
and subject #s assigned). There are no names on the data set | possess. However, can you ask Ms. Lovmo if, | am
precluded from conducting a secondary analysis on the dataset, as was my understanding could be conducted under
the assigned IRB 08-0883 study protocol. This data set does contain independent variables of race, gender, major,
and sport. Are these considered 3identifiers?"

3) On this new application, are we restricted to the co-investigators listed on IRB Number 08-0883? The
investigators | would like to add are Dr. Mark Nagel - University of South Carolina and Dr. E. Woodrow Eckard -
University of Colorado-Denver.

Thanks in advance, for your assistance with this matter. | look forward to hearing back from you and conducting the



independent secondary analysis you have requested.
Sincerely,

Dr. Richard M. Southall

Dr. Richard M. Southall

Associate Professor

Director - College Sport Research Institute http://csri-sc.org/ Department of Sport and Entertainment Management
University of South Carolina Carolina Coliseum, Room 2024 Columbia, SC 29208

Office: 803.777-5550
Cell: 901.240-7197
Email: southall@hrsm.sc.edu

7th Annual CSRI Conference on College Sport April 22-26, 2014 csriconference.org <http://csriconference.org/>

On 1/16/14, 4:08 PM, "Willingham, Mary C." <mwillingham@unc.edu> wrote:



From: Tegnell, David G

Sent: Tuesday, January 21, 2014 12:53 PM
To: Borasky, David
Subject: Mary's UNC-G thesis

Dave, Mary Willingham’s UNC-G thesis is available online via the UNC-G Libraries catalog. This thesis has little if
anything to do with Mary’s UNC-CH research. Jeanne has already reviewed the thesis, and says it constitutes essentially
a review of other researchers’ studies. Mary includes data tables in an appendix; these data were not gathered from
UNC-CH. Jeanne points out that Mary lists in her bibliography her UNC-CH study on ADHD, which we determined to be
NHSR—but that’s the only connection between the thesis and Mary’s UNC-CH research. Jeanne also says that Mary did
not receive IRB approval for her thesis from UNC-G’s IRB. In other words, we can’t assume that Mary’s UNC-CH research
was covered by UNC-G’s IRB or subsumed under Mary’s UNC-G thesis work. The CNN story connecting the two appears
to be inaccurate.

David Tegnell

IRB Coordinator / Help Desk
Office of Human Research Ethics
Direct line: 919-966-3685

OHRE: 919-966-3113
tegnell@email.unc.edu




For the past two weeks, there has been intense media coverage of research conducted by a UNC
employee on literacy rates among student-athletes. These reports contained numerous errors and
misrepresentations with regard to the IRB status of this research. The following statement was
prepared by the Office of Human Research Ethics, which oversees the IRBs, to respond to media
inquiries and address inaccuracies in prior reports:

January 21, 2014

We did not suspend approval for Mary Willingham’s research. She has never had Institutional Review
Board (IRB) approval, so there was no approval to suspend.

In 2008, Ms. Willingham requested a “Determination Whether Research or Similar Activities Require IRB
Approval” (which is both the label and purpose of the form she submitted), and that is what she
received. Based on the information provided, most importantly the certification that she and other
researchers would be working solely with de-identified data, we determined that her proposed activity
did not involve human subjects (as defined by federal regulations). “De-identified” does not mean that
researchers will protect the identity of their subjects and not disclose them publicly (which is an obvious
expectation for virtually all research)... but means that the researchers themselves do not have access to
names or codes that would allow them to re-identify individual subjects. Many research projects are
conducted in this manner and, because Ms. Willingham stipulated this was how her study would be
done, it did not require IRB approval. This determination has been consistently misrepresented as an
IRB or institutional approval, but this is not accurate.

On Jan 16, my office took action to correct the prior determination, as we would with any research
project if/when it becomes clear that we were working with faulty or incomplete information. There
should be no implication that Ms. Willingham was singled out, or that her provision of an identifiable
dataset to the Provost was a violation that triggered our action. Rather, it was our realization that the
researchers had, in fact, been in possession of named data all along; this was confirmed by multiple
sources, including Ms. Willingham’s own statements via the press. This constituted new information
that contradicted her earlier statements to the IRB, and we acted accordingly.

There should also be no implication that my office was pressured to take this action. The IRB at UNC
operates with a very high degree of independence and authority, as it was intended. As example,
neither | nor my staff have ever heard from or communicated with Provost Dean on this (or any other)
matter; | met him for the first time on Jan 17, for 30 seconds, when | attended the Faculty Council
meeting in case questions arose that required my input.

In terms of the process going forward, Ms. Willingham has the same opportunity as any employee to
apply for IRB approval of her research. This would be subject to the same review as any study, which will
address issues of informed consent, access to records, and compliance with federal, state and university
policies.

VLV VYNV N NN Y NT NIV VT VL NTNINT VL NI NN VLN NE N VL VLN STV

Daniel K. Nelson, Director

Office of Human Research Ethics
Professor of Social Medicine

Adjunct Professor of Pediatrics

Faculty Associate, Center for Bioethics
University of North Carolina at Chapel Hill



From: - Borasky, David

Sent: Thursday, January 23, 2014 10:37 PM
To: Nelson, Daniel K; Entwisle, Barbara
Subject: - FW: additional information

Dan and Barbara,

Below is my most recent correspondence with Ms. Willingham. As [ indicate in my email to her, | think her
guestions are a result of the meeting on Wednesday where we talked at several points about identified
versus de-identified data, data ownership, and the approvals she would need to continue her work.

We've done our best to answer her questions completely and clearly, and have assured her that we would
be happy to answer any additional questions about OHRE/IRB requirements, and navigating the IRBIS
system should she decide to pursue IRB approval.

Dave

From: Borasky, David

Sent: Thursday, January 23, 2014 10:31 PM
To: Willingham, Mary C.

Subject: RE: additional information

Good evening Mary,

It's a fair question, since we spent time on Wednesday talking about the identifiability of data as a key
factor in the IRB review process.

As we also discussed, any use of data going forward - including re-analysis or new analysis - would have
to approved by the original owner/custodian of the data. That would be the case whether the analyses
were performed entirely in-house or through an external research team, as you describe. We (OHRE, IRB)
cannot speak for the University in this regard, but you might predict that they would have even greater
concerns about sharing student data with external third parties, even if you de-identified them first.

On another note, we would typically use the phrase “primary data collection” to mean data obtained by
researchers for research purposes. If that accurately describes data in your possession from 2004-2012,
this would also raise the question of informed consent to support that collection and use.

As before, | am happy to try and answer any additional questions you have regarding IRB requirements or
IRBIS.

Regards,

Dave

David Borasky, MPH, CIP

Deputy Director, Office of Human Research Ethics
Medical School Bldg 52

CB# 7097

University of North Carolina at Chapel Hill




Chapel Hill, NC 27599-7097
919.843.3186 (T)
919.966,7879 (F)
dborasky@email.unc.edu

http://ohre.unc.ed

From: Willingham, Mary C.

Sent: Thursday, January 23, 2014 4:35 PM
To: Borasky, David

Cc: Smith, Jay M

Subject: RE: additional information

David,
With regards to my data set, is it possible for me to de- identify it, destroy all other files and give it to a research
team? This team would be comprised of content-area experts including (for example):

e Reading and literacy,

e Counseling psychology,
Athlete academic support,
e Quantitative statistics, and

e College-sport organizational culture
The ‘team’ would be formed at another institution to conduct an analysis of the data obtained during the primary data
collection from 2004 —2012.
| believe that we discussed this possibility, and | just wanted clarification. Thanks again, Mary

From: Borasky, David

Sent: Wednesday, January 22, 2014 11:18 AM
To: Willingham, Mary C.; Smith, Jay M
Subject: additional information

Hi Mary and Jay,

It was nice to meet with you today.

For Mary's department, Student Success-Academic Counseling, the “approver” who will need to sign off on
your IRB application before it comes through our electronic doorway is Harold Woodard.

If you have additional technical questions about the IRB online system, general IRB requirements, or
questions specific to your application you are welcome to contact us. My direct line is listed below.

Regards,

Dave

David Borasky, MPH, CIP

Deputy Director, Office of Human Research Ethics
Medical School Bldg 52

CB# 7097

University of North Carolina at Chapel Hill

Chapel Hill, NC 27599-7097

919.843,3186 (T)

919.966.7879 (F)

dborasky@email.unc.edu

http://ohre.unc.edu
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From: Tegnell, David G

Sent: Sunday, February 16, 2014 8:52 AM
To: Borasky, David

Subject: Fwd: Willingham_oped
Attachments: Willingham_oped.pdf; ATTO0001.htm

Dave, | hope Mary separately sent you a copy of this. But if not, | want to be clear: | have had no contact with
Mary since our meeting in the trailer.
David

Sent from my iPhone

Begin forwarded message:

From: "Willingham, Mary C." <mwillingham@unc.edu>
Date: February 16, 2014 at 7:19:37 AM EST

To: "Tegnell, David G" <tegnell@email.unc.edu>
Subject: Willingham_oped

David,
I've sent this letter along to the DTH, In in the event that they don't print it, | wanted to make
sure that you received a copy. Thanks, Mary



Data that I collected while assessing the reading and writing abilities of a subset of UNC
athletes between 2005 and 2012 have been the source of great controversy on our campus
recently. Although I must refrain from talking about the data itself, there are a number of
misconceptions that | would very much like to dispel.

Perhaps most important, | want to make clear that, in my opinion, the Institutional
Review Board (IRB) acted in good faith when it put a halt to my research in January. |
remain confused by the processes that led the IRB to determine in 2008 that my proposed
study did not need the full review normally given to human research protocols, and |
never intentionally misled anyone about the data | was collecting, but | understand that
when someone brought to the attention of the IRB staff that | was in possession of an
“identifiable” dataset, they did the only thing they could do; they complied with federal
guidelines and stopped the study. | have never meant to impugn the professionalism of
the IRB. | apologize for words uttered in frustration, and anger.

It bears emphasizing, however, that whatever procedural flaw may have marred my initial
application to the IRB in 2008, the data I collected between 2005 and 2012 were in no
way compromised by it. The data are objective scores earned on tests which | did not
even administer; the fact that scores could theoretically be traced back to the individuals
who earned them does not change the nature of the score earned or the level of the
measured ability.

As for the provost’s claim that | badly misinterpreted the scores in question, even
confusing one kind of score for another, all | can say is that I, unlike the provost, have
nearly twelve years of experience in interpreting reading scores. | have interpreted the
scores of literally hundreds of students over the years, and for four years | worked closely
with specialists in disability services here at UNC to correlate test scores with specific
forms of learning disability.

This brings me to my last points. Everyone from Jim Dean to Roy Williams has scoffed
at my claim that some UNC athletes were non-readers, and they dismiss as outlandish my
suggestion that a significant percentage of profit-sport athletes read below the high school
level. This continues a pattern, since | have tried without cease since the fall of 2010 to
alert university leaders to problems with the education of our athletes; time and again |
have seen my claims denied or ignored. Why the University would seek to dismiss and
attack the literacy assessments of the learning specialist it hired to aid with academic
assessments and accommaodations for athletes is a mystery that may never be solved. In
any case, neither the effort to dispute my data nor the reforms recently introduced in the
academic support program and the admissions office help to address the structural
inequalities built into the big-time college sport enterprise. | know from experience that
too many UNC athletes have been forced to accept a watered down version of a college
education. We owe current and future athletes an honest confrontation with this injustice.



Mary Willingham
CSSAC





