






































































































































REFERENCES

CDC. Updated guidelines for evaluating public health surveillance systems:
recommendations from the guidelines working group. MMWR 2001; 50(No. RR-13):1-

33,

Gerberich SG, Gibson RW, French LR, Renier CM, Lee TY, Carr WP, and Shutske J.
Injuries among children and youth in farm households: Regional Rural Injury Study-I. Inj
Prev 2001; 7(2):117-22.

Gerberich SG, Gibson RW, Gunderson PD, French LR, III MLJ, Erdman A, Smith P, et
al. The Olmsted Agricultural Trauma Study (OATS): A Population-Based Effort. 1991.

Jenkins EL, Kisner SM, Fosbroke DE, Layne LA, Stout NA, Castillo DN, and al. e. Fatal
injuries to workers in the United States, 1980-1989: a decade of surveillance: national
profile. U.S. Department of Health and Human Services, Centers for Disease Control and
Prevention, National Institute for Occupational Safety and Health. DHHS (NIOSH)
Publication No. 93-108. 1993.

Leigh JP, Markowitz SB, Fahs M, Shin C, and Landrigan PJ. Occupational injury and
illness in the United States. Estimates of costs, morbidity, and mortality. Arch Intern Med
1997; 157(14):1557-68.

MHA. Minnesota Hospital Association: UB-92 Patient Level Data. Minnesota Hospital
Association (Minnesota Hospital and Healthcare Partnership): Community Health
Regional Hospitalization Reports. http://www.mhhp.com/data/comunity.html. Accessed
September 16, 2003.

NIOSH. Traumatic Occupational Injury Research Needs and Priorities: A Report by the
NORA Traumatic Injury Team. U.S. Department of Health and Human Services, Centers
for Disease Control and Prevention, National Institute for Occupational Safety and
Health. DHHS (NIOSH) Publication No. 98-134. 1998.

NIOSH. Fatal Injuries to Civilian Workers in the United States, 1980-1995: (National and
State Profiles). U.S. Department of Health and Human Services, Centers for Disease
Control and Prevention, National Institute for Occupational Safety and Health. DHHS
(NIOSH) Publication No. 2001-129S. 2001.

NORA. Special Populations at Risk. NORA News 2003; Volume 6(Spring).
Owen JL, Bolenbaucher RM, and Moore ML. Trauma registry databases: a comparison
of data abstraction, interpretation, and entry at two level I trauma centers. J Trauma 1999;

46(6):1100-4.

Rodenberg H. The Florida trauma system: assessment of a statewide database. Injury
1996; 27(3):205-8.

43



Wynn A, Wise M, Wright MJ, Rafaat A, Wang YZ, Steeb G, McSwain N, et al.
Accuracy of administrative and trauma registry databases. ] Trauma 2001; 51(3):464-8.

44



ACKNOWLEDGEMENTS

Support for this effort was provided by the National Institute for Occupational Safety and
Health, Centers for Disease Control and Prevention, Department of Health and Human
Services (RO1 OH03943).

45



Surveillance of Serious Work Related Trauma
Final Progress Report
Appendices

Appendix A: Advisory Work Group

Appendix B: Questionnaire

Appendix C: IRB Stipulations/Summary

Appendix D: Protocol and Contacting Study Subjects
Appendix E: Interviewer Training Manual
Appendix F: CDC Site Visit

Appendix G: Study Correspondence






Advisory Work Group

MDH Members

Ms. Christina L. Larson, Project Director

Minnesota Department of Health

Chronic Disease and Environmental Epidemiology

717 Delaware St. SE

Minneapolis, MN 55440

Work (612) 676-5746 **Primary number to contact for project information**

Dr. David Parker, Co-Principal Investigator
Minnesota Department of Health

Chronic Disease and Environmental Epidemiology
717 Delaware St. SE

Minneapolis, MN 55440

Work (612) 676-522G

Dr. Debora Boyle, Co-Principal Investigator
Minnesota Department of Health

Chronic Disease and Environmental Epidemiology
717 Delaware St. SE

Minneapolis, MN 55440

Work (612) 676-5765

Dr. Teresa Hillmer

Minnesota Department of Health

Chronic Disease and Environmental Epidemiology
717 Delaware St. SE

Minneapolis, MN 55440

Work (612) 676-5465

Other Members

Mr. Mark Kinde

MN Trauma Registry Representative
Injury and Violence Prevention Unit
Minnesota Department of Health

PO Box 64882

St. Paul, MN 55164-0882

Work (651) 281-9832



Dr. Bill Lohman

Core Group Member

MN Department of Labor and Industry
Occupational Safety and Health

St. Paul, MN 55155

Work (651) 296-3705

Dr. Sue Gerberich

Core Group Member

University of MN - Environmental & Occupational Health
1156 Mayo

420 Delaware St. SE

Minneapolis, MN 55455

Work (612) 625-5934

Ms. Lisa Job, NMMC Trauma Registry Coordinator
Core Group Member

North Memorial Medical Center

3300 Oakdale North

Robbinsdale, MN 55422

Work (763) 520-4214

Dr. Bill Gamble

Department of Surgery - University of Minnesota
Box 195

516 Delaware Street SE

Minneapolis, MN 55440

Work (612) 624-6114

Home (612) 544-9488

Darcy, Administrative Assistant (612) 625-4156
Fax  (612) 625-8496

Pager (612) 899-5022

Ms. Linda Deroo, NMMC Coding Registrar
Core Group Member

North Memorial Medical Center

3300 Oakdale North

Robbinsdale, MN 55422

Work (763) 520-2133

Dr. Mike McGonigal
Regions Hospital

640 Jackson Street

St. Paul, MN 55101
Work (651) 254-4827











































































= In the event the calling protocol is extended and a majority of the calls were just no answer or
answered by an answering system the database that keeps the refusal by extension of the calling
protocol can be reviewed to see if calling should resume because of lack of contact.

s |f the interviewer calls for any amount of time before extending the protocol, then discovers the subject is to be
reached at a number other than what has been called i.e. they have moved, the calling protocol will cleared and
started from the beginning the new number.

=The program will reset the protocol once the interviewer enters in the new number into the alternate
information field in the new number option on the face sheet. The previous calling record that has now
been discarded will go into a abandoned subject database, where the number of rejected face sheets
and its calling protocol will be recorded.

e |f a day and/or time has been suggested, a preferred calling time screen will be used to record up to 3
suggested times. The interviewer is encouraged to obtain 3 different day/time suggestions to contact the
subject. By marking a call a priority, that subject's face sheet will be brought up by the program first on the list of
calling to be done for the time period the interviewer is calling during. The calling protocol to be followed in
instances of “priority calls”;

= The subject will be called 3 times for each day/time suggestion.

=The priority call protocol is followed until the subject has been reached or when they have been
called three times for each day/time suggestion given (note that priority calls will not follow the typical
9-call protocol as with other subjects). So if only two day/time suggestions are given, 3 calls for each
time and day will be made, for a total of 6 calls at which time the priority calling protocol will be
extended. After which, the subject will be considered a refusal and the case will be thrown out of the
eligibility list.

e The subjects also have the opportunity to call in to the 800 phone number and refuse participation, make an
appointment for an interview or in some cases ask to conduct an interview in real time. 3/4 staff will man the 800
phone lines and check the voice mailbox for the 800 line. They will be responsible for calling back and entering
preferred calling times onto the program. If the interview is tot take place in real time, the interviewer will need a
“search” option to pull up a face sheet by name or address.

= In the case of a real time interview, if phone line transfer is possible, the interviewer is to record
the subject's name and phone number prior to transferring the call to an interview room in case the
line gets cut-off in the transfer. Otherwise the interview can be done from the 3/4 staff computer.

= The interviewer is to verify name, address, and phone for the subject prior to obtaining consent or
conducting the interview.

= We will also have to secure the process for transferring a call into an interview room.
= A paper form questionnaire back up will be available if phone line transfers are not possible.

= The calling protocol will be affected by the mailing procedure of the patient information packets for
each hospital. Some subjects will receive 1 mailing prior to calling, while others will receive 2 mailings
prior to calling for interviews. How the mailings contribute to the calling protocol is as follows:

Subjects receiving 1 mailing

= Those subjects who receive one mailing will be eligible for calling approximately 7 days
after the date of the first letter. These subjects who will receive only one mailing will be
identified by the hospital.

= Currently the hospitals requiring one mailing are:
10.09.01 .2






» The second message if to be left a week after the first message. Once the first message is left and the
program records the date and time of the first message, the program will automatically display the date one
week from the first message indicating when it is possible to leave a second.

» The script for the second message will be the same as the first.

» Then once the message is left the interviewer will select the “completed” button on the face sheet indicating
the program the face sheet is ineligible for calling until a new day/time of day increment is begun.
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= In the event the calling protocol is extended and a majority of the calls were just no-
answer or answered by an answering system the database that keeps the refusal by
extension of the calling protocol can be reviewed to see if calling should resume because of
lack of contact.

s If the interviewer calls for any amount of time before extending the protocol, then discovers the subject
is to be reached at a number other than what has been called i.e. they have moved, the calling protocol
will cleared and started from the beginning the new number.

e If a day and/or time has been suggested, a preferred calling time will be used to record up to 3
suggested times. The interviewer is encouraged to obtain 3 different day/time suggestions to contact the
subject. By marking a call a priority, that subject’s face sheet will be brought up by the program first on
the list of calling to be done for the time period the interviewer is calling during. The calling protocol to be
followed in instances of “priority calls™

= The subject will be called only during the preferred calling time until otherwise noted or
until extension of the protocol.

= The subjects also have the opportunity to call in to the 800 phone number and refuse participation,
make an appointment for an interview or in some cases ask to conduct an interview in real time.

= The interviewer is to verify name, address, and phone for the subject prior to obtaining consent
or conducting the interview.

e The calling protocol will be affected by the mailing procedure of the patient information packets
for each hospital. Some subjects will receive 1 mailing prior to calling, while others will receive 2
mailings prior to calling for interviews. How the mailings contribute to the calling protocol is as
follows:

Supipots roosive ssthiig

» Those subjects who receive one mailing will be &ligible Tor calling approximately 7 d:
the date of the first letter. These subjects who will receive only one mailing will be iden
the hospital.

e Currently the hospitals requiring one mailing are:
HCMC

Immanuel St. Joseph’s

North Memorial Medical Center

Park Nicollet Health System/Methodist

Rice Memorial Hospital

St. Cloud Hospital

HealthEast St. Joseph’s and Health East St. John's

Subjects receiving 2 mailings

e Those subjects who receive two mailings will be eligible for calling approximately 7 days after
the date of the second letter.

o Currently the hospitals requiring two mailings are:
St. Mary’s Duluth

Regions

All Allina Hospitals

10.09.01 2






Calling Protocol Addendum:

The time and effort spent on phone searches have become exhaustive. Hopefully this addendum will
address the problems with the current phone search process without compromising the methods and
consistency of the interviewing phase.

I. Currently

If a face sheet is called and found to have a disconnected or incorrect telephone number, the phone
number is marked as incorrect then the face sheet is placed in “Phone Search” folder in Rm. 338.

A search is conducted to find possible correct telephone numbers, a maximum of 3, for the subject.
They are record on the back of the face sheet then put back into the calling rotation.

‘When the new phone numbers have all been called and if found to be incorrect, are placed back into the
“Phone Search” folder.

1. Proposed

The change implemented here is once the face sheet with the new telephone numbers has been called
and found to incorrect, the face sheet is marked as a refusal by reason of extension of calling protocol
then placed in the refusals folder. This expedites the phone search process.

I1. Currently

The face sheets that have phone numbers found to be incorrect and a phone search has been conducted,
are placed in circulation with face sheets that have correct phone numbers on them.

I1. Proposed

All face sheets that have had phone searches conducted on them will now be placed in their own folder.
This will allow more attention to those face sheets that do have correct numbers.

[1I. Currently

There is no protocol for subjects whose calls are not answered,

II1. Proposed

The “No Answer” subjects need have the same protocol as those of which we do get a hold. The
difference here is that the “No Answer” calls are not differentiated as non-qualifying or qualifying. If
there are 9 no answer calls — three in morning, three in afternoon, three in evening of which two are on
Saturdays, they are considered a refusal by extension of protocol. This will not change the qualifying
vs. non-qualifying calls for those people of which we are able to get a hold.

Additional Changes in Protocol:
1. No phone searches that result in first initial, last name.



Calling Protocol Addendum 2:
PCT

Staying consistent with the 9 calling attempts, it is important that this limit being
imposed on the subjects that have been marked for calling during a specific time
period i.e. mornings, afternoons, evenings.

l. Currently

If a face sheet in placed into one of the four PCT folders (mornings, afternoons,
evenings, Saturdays) it is called indefinitely.

|. Proposed

The subject will be called 9 times during the time period requested. Of these 9
calls two should be done on Saturdays.

In the event the face sheet switches out of one PCT folder and into another
(formerly was requested to be called during afternoons, then instructed us to call
during the evenings), the 9 calls carries forward with the face sheet. IT DOES
NOT reset with a new time period.












requires), medical release form, and envelopes. These materials will be
collated into packets ready to mail.

=HPR and support staff will prepare the packets and mail them out in
volumes deemed acceptable in terms of processing responses.

e For the second mailing,
= All refusals or acceptances from the first mailing will be recorded
(electronically and by hard copy) so that these patients do not receive a
second mailing.
=» The MDH will run mailing labels for a second mailing from the edited
list of potential participants.
=The MDH will again print up all materials including, second mailing
information letter (on MDH letterhead unless otherwise requested from
hospital), consent/assent forms, refusal postcard, physician letter (if
hospital requires), medical release form, and envelopes. These
materials will be collated into packets ready to mail.
=HPR and support staff will prepare the packets and mail them out in
volumes deemed acceptable in terms of processing responses.

e Calling will begin 2 weeks after the date on the second information letter.
The list of potential participants, minus the refusals or acceptances from the
second mailing, will then be contacted for consent/assent.

1 letter prior to calling

e The MDH will receive a list of potential participants from the institution
electronically and will run mailing labels from this list. The MDH will print up all
mailing materials including, information letter (on MDH letterhead unless
otherwise requested from hospital), consent/assent forms, refusal postcard,
physician letter (if hospital requires), medical release form, and envelopes.
These materials will be collated into packets ready to mail. HFR and support
staff will prepare the packets and mail them out in volumes deemed
acceptable in terms of processing responses.

e Calling will begin 2 weeks after the date on the information letter. The list of
potential participants, minus the refusals from the mailing, will then be
contacted for consent/assent.





















treated every year for farm work-related injuries. The demographics of those injured are
mostly men, but injuries to children and women account for a respectable percentage of
farm injuries. Agricultural employees age 16 and older totaled 3.2 million in the year
1993. A National Institute of Occupational Safety and Health survey also looked at race
in farming revealing an overwhelming majority (92%) of farm injuries occurred in
Caucasians. Hispanics made up 6.3% while American Indians made up 1.5% of farm

injuries.

Of course, agriculture is not the only occupation in which adults or children are
employed. The Bureau of Labor Statistics analyzed worker's compensation claims for
adolescents and found that 72% of the claims were males age 16 and 17. Lacerations
and punctures were the most frequent types of injury followed by sprains and strains.
The more serious injuries, such as fractures, dislocations and amputations, were the
least likely to occur with 6% of the claims being these types of injuries. The most
frequently listed occupations of these claims were service workers (e.g. a fast food cook)

and laborers.



Project Purpose

Each day an estimated 36,000 employees are injured while on the job in the United
States. Current occupational safety and health surveillance efforts show us that a total of
5.7 million work-related injuries were recorded in 1997. The economic and medical costs
associated with these injuries are as much as cancer and heart disease combined.
These figures represent various types of injuries including serious traumatic injuries.

Although existing data is limited, there are indications that serious work-related traumatic
injury is a major, yet largely undefined problem both nationally and within Minnesota.

For that reason, the National Institute for Occupational Safety and Health (NIOSH),
requested proposals for developing and evaluating methods to describe workplace
hazards, exposures, and risk factors to promote the early recognition and prevention of
workplace illness or injury. The MDH's Center for Occupational Health and Safety was
awarded a NIOSH grant titled “Surveillance of Serious Work-Related Trauma" in October
of 1999 to investigate issues surrounding occupational injuries.

One major goal of this project is to establish a surveillance system that accurately
measures the occurrence of serious traumatic injuries and establish preventative
measures to avoid serious occupational injuries. Such a system would enable us to
better understand the magnitude, distribution, cause, outcomes and trends of these
serious injuries. To reach this goal, we will determine a statewide incidence rate of
serious work-related trauma, look at disability as an outcome of the injury, and ascertain
how disability varies within type of industry, occupation and injury. In order to determine a
statewide incidence rate, data on serious traumatic injuries from the year 2000 will be
collected from a sample of Minnesota hospitals. The number of serious occupational
injuries found in this database will be compared to the 2000 data collected from the nine
Minnesota trauma centers. The comparison will then be able to tell us if it the trauma
center database alone can be used to represent the type of serious work-related
traumatic injuries admitted to both the hospitals and the trauma centers.

At present, there are several different definitions for occupational injury but there is no
standardized definition for a serious work-related traumatic injury. Because of this, it is
difficult to monitor occurrences of injuries as not everyone agrees to what constitutes the
severity of an injury. A second goal of this study is to determine an inclusive definition for
serious traumatic injuries — one that all parties interested in occupational injuries
(workplaces, government, insurance, medical care, etc.) can use when evaluating
traumatic injuries. In order to establish a uniform definition we must investigate the cases
of serious work-related trauma. Approximately 6000 patients with occupational injuries
will be interviewed to learn more about their work-related injury and the issues
surrounding it. To identify candidates for interviewing, we have established a set of
criteria that needs to be met in order to be a subject in the study. This set of criteria uses
many different types of ailments and circumstances in which the injury occurred to
delineate who is a candidate for inclusion in our study. The set of selection criteria we will
use to identify potential study participants is discussed below.

Preventing occupational injuries depends on our ability to quantify and track them.
Surveillance helps target prevention activities to the industries and occupations that have
the greatest needs. Surveillance also expands our knowledge about which prevention
programs are effective. The ability to survey and assess the status of occupational health
and safety has improved over time, yet surveillance data remain fragmented — collected
for different purposes by different organizations using different definitions for work-related
injuries. These gaps in data make it difficult to quantify the incidence of work-related
injury as well as characterize the overall health of working Americans.



Selection Criteria

We selected twenty hospitals and trauma centers around the State of Minnesota to
participate in this study. These hospitals reported to us the number of injuries that met
our study’s selection criteria. We received about 25,000 names of patients from which
we will randomly select 6000 names to participate in our study.

There are two primary criteria that must be met in order for patients to be eligible for this
study: 1) the injury must have taken place at or because of work, and 2) the type of injury
sustained be one of the study's selected injuries. The injuries and ailments that could
result from an occupational injury are taken from the International Classification of
Diseases (ICD-9) reference book. Hospitals use this reference book to code the
diagnosis a physician gives a patient. When a doctor examines a patient and determines
a diagnosis, the diagnosis is then assigned a corresponding code from the ICD-9 book.
These codes are numbered and each number sequence pertains to a certain injury or
ailment. For example, the code sequences used in our selection criteria are:

Fractures — 800-829
Dislocations — 830-839
Concussions — 850-859
Internal Injury — 860-869
Open wounds — 870-899
Vascular injury — 900-904
Burns — 940-949

Crush injury — 925-929
Foreign body — 930-939
External causes — 990-994

E-codes are another way of classifying injuries and illnesses. These codes are also part
of the ICD- 9 reference book but refer to the environmental events, conditions and
circumstances as a cause of the injury. E-codes are also included in our selection criteria
as a way to determine whether or not to include an injured person in our study. For
example, some of the E codes we are using in our selection criteria for work-related

injury are:

Vehicles — EB00-E848

Workplaces (excluding homes) — E849

Falls — E880-E888

Fires — E890-E899

Work drowning — ES10.3

Suffocation — E912-E913

Accidents (excluding drugs, self-inflicted incidents) — E916-E926
Assaults — E960-E968

Toxic exposures — E860-E869

These ICD-9 and E codes are used with the additional criteria listed below to establish
the set of selection criteria identifying eligible participants:

» Minnesota residents only

» Non-fatal injuries only

» Work-related injuries only

> Patients age 14 and 65 years at the time of injury

> One or more of the following types of treatment or care received:
minimum length of stay (LOS) within a hospital = 1 day AND/OR
been given anesthesia









e Any barriers the participant feels about the interview need to be overcome.

Usually the participant will be polite enough to let the interviewer talk. The interviewer
must use this opportunity to his or her advantage and be alert to doubts the participant
may have even if they do not express them directly.

Asking the Questions

The interviewer's goal is to collect information through the use of the questionnaire. Data
from the study participants must be collected in a uniform manner. Thus, all people
selected for the study must be asked each question in the same way.

The following principles and techniques must be employed when using the questionnaire.

e Always remain neutral in your tone of voice when asking a question. Nothing in

your words or manner can imply criticism, surprise, approval or disapproval to the
question or to the respondent’s answer. Put simply, another interviewer when
asking the same question should solicit the same response from the respondent.

Ask yourself or a partner the following question with different inflections of
your voice implying criticism, surprise or approval. See how the tone of
your voice can change the message conveyed:

“How long were you out of work due to your injury?”

e Ask all the questions as worded! Many times changing just one word from what
is printed can affect the whole meaning of the question. Simply repeat the
question when the need arises. If you repeat the question, read all the words in
the question as written even if you feel the question could be worded more
simply. Do not improvise on the method of asking questions or further explaining
the question.

Ask the following question as is, then try to change a word or two to see
how it affects the direction or overall meaning of the question:

“Do you feel your injury has caused you to be isolated from your
friends or family?”

e Attempt to keep the interviewee focused on the questionnaire without being
dismissive, abrupt or disinterested in their concern or question.

How would you treat a participant who went on and on about their financial
stress when the question you asked them pertained to the pain they have
from their work-related injury?



Probing

Probing is the technique used by the interviewer to stimulate discussion and obtain more
information in order to meet the needs of a question. A question may have been asked in
the uniform manner as described above, but more data is required to fully answer the
question. Probing can collect further information. Probing is applicable when the answer
may be inadequate in meeting the goals of the question. Thus, you the interviewer must
know the goal of each question (there is a section in this manual that explains the goal of
each question on the survey). Probing has three major functions:

1. To motivate the participant to expand upon, clarify, or explain his/her
answers,

2. To focus the participant's answers so that irrelevant and unnecessary
information can be eliminated.

3. To pinpoint objective information, such as dates and names as accurately as
possible.

This must be done without influencing the response or antagonizing the participant. The
potential for introducing bias during probing is great. Under the pressure of the interview,
the interviewer may unintentionally imply that some answers are more acceptable than
others or hint that a participant might want to consider this or include that when giving a
response. Do not lead a participant into a response. You must fully understand the
objective behind each question. Once you understand the purpose of a question, you will
find it much easier to decide if you have a satisfactory answer or whether you should
probe for a clearer, more complete answer.

Kinds of Probes

A number of different neutral probes, which appear as a part of normal conversation, can
be used to stimulate a fuller, complete response. These neutral probes can be
accomplished by:

Providing an expression of interest and understanding
Providing an expectant pause

Repeating the question

Repeating the participant's reply

Providing a neutral question or comment

Gl

Types of Probes

Probes to clarify:
e What do you mean exactly?

¢ What do you mean by...?

e Could you please explain that a little more?
e | don’t think | understand.

e So what you're telling me is...

Probes for specificity:
e What in particular do you have in mind?
s Would you be more specific about that?
e Tell me about that.
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Probes for data specificity:
e Were you working at that time?

Probes for relevance:
e Could you explain to me exactly what you mean?

Probes for completeness:
¢ Are there any other you can think of?

One way to ask these questions without offending the participant’s answer is to give the
participant some power in the interview by taking the blame of not understanding his/her
response yourself. Know when to stop probing by evaluating if you have enough
information as possible from the participant and you know exactly what the participant
has in mind. If at any time the participant becomes irritated or annoyed, discontinue

probing.

Answering Questions

As previously mentioned, the subject may or may not be familiar with the study when we
call them. Therefore, he or she might have some questions pertaining to the study or the
questionnaire. Some typical questions are listed below. These questions are likely to be
asked by the participant when you make the initial phone contact, so be prepared to
answer them. They include:

» Why are you interviewing me?

e Who gave you my name?

¢ Why are you doing this study?

e Who will see the information | give you?
e How will the information be used?

Again, you must have ready and convincing answers to these questions. Examples of
what to say are listed below.

Why are you interviewing me?

“We are calling thousands of people who may have been injured while at work in order to
collect information that will help us to learn more about work-related injuries so we can

help prevent them from happening in the future.”
Who gave you my name?

“We received your name and address from <<name of hospital>> hospital which is one
of many hospitals we are working with to collect information on serious work-related
trauma cases. As the state agency for health, the Minnesota Department of Health is
authorized to collect information about diseases and injuries that occurred as a result of

employment.”
Why are you doing this study?

“Minnesota has more lost days of work compared to the national average. We are trying
to determine the extent of who is injured and in what industry they worked in, i.e.
agriculture, manufacturing etc. This information will help us to define what steps we can
take to prevent these injuries in the future.”

11



Who will have access to the information | give?

“All the information you give is kept confidential and is not shared by the Health
Department with anyone. Any names or identifying material such as your address and
phone will be kept in password protected files in locked offices. Only project employees
assigned to the database will have access to the information you give. These employees
have also signed data privacy and confidentiality agreements.”

How will the information be used?

“The information will be summarized into statistics. The summaries produced will then be
analyzed in a report, distributed to the CDC (Centers for Disease Control), and submitted
to medical and industrial health journals. No names or other identifying materials will be
used in these reports and as a participant you may request a copy of any publications
which result from this study.”

Why didn’t the hospital ask me first before giving you my name?
YES was marked in their medical record about participating in medical research:

“You marked YES on your medical record to a question that asked if you would
be willing to participate in medical research. This allows the hospital to release
medical information on patients to research projects that the hospital determines
to be safe and ethical.”

NO was marked in their medical record about participating in medical research:

“The Minnesota Department Health as the governing agency on health is
authorized to collect certain types of health information. The hospitals are also
responsible for reporting this information to the Department of Health. Any
personal identifying information is confidential and will not be used in any reports
resulting from this study.”

Will my employer get information from this?

“No. None of your personal information will be passed on to your employer, nor will they
know of your participation in the study.”

Can | refuse to give you the name of my employer or any other information | don’t
want to give out?

“Yes. At any time you can refuse to answer any question or reveal any information with
which you do not feel comfortable. But just to reassure you again, if you decide to
release this information to us, please understand that it will be kept private and your
employer will not find out.”

Why do you want to know....?

This question is very broad and can be about almost anything. One of the variables
asked about may be the address. An employer's address is requested because a
company might have several different addresses that have different job responsibilities.
For example, 3M has several locations; some of which are research labs, while others
are administrative.
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Question Clarification

As previously mentioned, it is important to be careful when the subject asks for
clarification after hearing an interview question. Instinct propels us to re-word the
question into our own words to make understanding quick and efficient. Unfortunately,
this challenges the approved format of the questionnaire. To have a reliable study with
data that has been consistently collected, each subject must be asked the same question
in the same manner. The proper thing to do in this situation is to read the same question
again, with the same words, slowly and clearly. If they ask the definition of a certain
word or concept, it is okay to give it to them. The questions are all fairly clear and
straightforward however, so hopefully you won't run into this situation often.

Getting the Subject Back on Track

Often when an interviewer asks a question, the subject begins to answer then veers off
on a tangent that might be interesting but is not useful in answering the guestion. In
cases like this, lead the subject back to the question very tactfully in order to prevent him
or her from feeling insulted. An offended subject is an uncooperative subject.

First, you must identify to yourself what part of the question is not being answered.
Second, focus on where the misunderstanding is taking place and try to identify this area
for the subject. If this is narrowed down and asked of the subject, the subject does not
need to repeatedly ask for clarification. This is why it is so important for every interviewer
to understand the “point” of every question. Most of the questions are very
straightforward (e.g. "what is your name”), but a few get a little more complex. If you ask
a question about whether pain is preventing the subject from getting back to his or her
job, you may get many different answers and interpretations of this question. The
interviewee could ask you to define ‘pain’; he or she could be vague about what work is
affected; he or she could have several injuries and describe each one without ever
helping you understand what it is they do at work and why they can't do it anymore.

For example, you ask the subject about pain and the subject launches into all the
different kinds of pain she has had in her life. How her arthritis is horrible, have you ever
had arthritis, what her doctor thinks about arthritis, how she has to take a million pills a
day and do you have any idea how useful those little plastic packets with the lids labeled
every day of the week are. This would be the time where you listen as patiently as you
can and then respond with something like, “that sounds horrible, Mrs. Crutches; how has
that affected the way you are able to function at work?” Lots of "uh-mm’s" and such let
her know you are listening. Then ask something that differentiates between her other
kinds of pain and the serious trauma related pain. Her arthritis, however awful, cannot
be the factor that is listed as pain that keeps her from work unless it is DIRECTLY related
to her work-related injury. Just keep gently guiding her back to what you know needs to
be answered. Questions to help guide her are things like, “so is it just too painful to
stand for eight hours at a time now?" or “were you able to do this job without pain before
the accident?” or even just “ does your pain keep you from doing your work?"

Challenging Subjects

Unfortunately you will run into “difficult” callers and they will make you want to hand in
your room key, MDH ID and not come back. So, how should they be handled? They
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seem to fall into two major types: harried and harassed, and hostile. Here are some
examples of each and ideas on how to react to them.

Harried and Harassed

You call a subject and once he hears your request, he starts complaining: “l don't have
any time. Why are you calling me? This is a really bad time. We're laying carpet and the
house is a mess. | have six kids over here and everything is chaos. Oh, and my
plumbing exploded...”

»One could label these the “harried and harassed” subjects. They are often
straddling the line of refusing the interview or needing to vent. Usually the best
thing to do is listen to their frustrations and comfort them. Say things like “that's
awful”, or “that sounds exhausting”, or “how very frustrating!” Most people calm
down a bit when they have a chance to unload a bit on a lent ear. Once they
return to pacified levels, assure them that they do not need to complete the
interview now and ask them when the best time would be to call. Suggesttimes
that feel distant, like three or four days away. We would rather put off the
interview a little than have them refuse. They usually begin to even laugh a
little bit (probably in relief) once they know that you are not just one more person
demanding something from them.

Hostile

Another type is the “hostile” subject. These subjects can respond in many different ways,
ranging from hanging up on you, being “short” or rude, swearing and yelling insults, or
making other horrible statements. These types of interviews are very rare and are
somewhat out of your hands.

» Try your best and, at all times, remember that you are representing the MDH.
Obviously, if the subject treats you with little respect and hangs up on you after
your first question, you cannot call them back and give them a piece of your mind.
Instead, they are to be recorded as a refusal. If the hostile person does not seem
to be the subject you wish to reach (for example, you are trying to reach Dick
Smith and a woman hangs up on you), write this down in the comments portion of
the face sheet and call back a few days later. There are also some people who
remain nasty the whole time but are still willing to have an interview coaxed out of
them. Do your best, and remember: you do not have to take abuse. If someone
is being extremely rude or hurtful and you don't feel up to handling the call,
please spare yourself and follow difficult caller protocol explained below. We
want to avoid this as much as possible, but we trust your ability to judge the
situation. If a situation like this happens, please let someone know so that we
can track the occurrences.

Do everything you can to get through the phone call. Make every attempt to
complete the phone call before handing it off to your supervisor (another study in
our section made 650 phone contacts without ever having to hand it off to
someone else). Hostile calls aren’'t seen as common occurrences, if they happen
at all, but in the event it does happen you should be prepared. The best
indication that you should hand off the phone call to the supervisor is when the
quality of the interview has degraded to a point that the information gathered
would no longer be reliable. Reasons for this are hostility, failure to cooperate,

and mental instability.
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Protocol for Handling Difficult Calls:

1. Take a deep breath and remember that you are representing the MDH. Be polite.
The calls are not personal and should not to be taken in such a way. These people
don't know you from Adam and are only reacting because of their feelings due to an
invasion of privacy; they're busy, etc.

2. Determine if fear may be causing them to be hostile or hesitant with you., These
fears may result from fear of us shutting down their business or work environment,
causing them to lose their job, causing problems for them at work, what the purpose
of the interview is, what the interview will be used for, fear of legal action, medical
privacy, etc. All these topics are covered in the Answering Questions section so that
you will know how to answer these concerns. Take information that they present you
as reasons they are uncomfortable or upset in order to be able to reassure them.

3. If the subject remains uncooperative, tactfully ask if we could call them back at a later
time. The supervisor will be the one to place that phone call, although it is best if the
subject is unaware the or she is being classified as a difficult caller and that a
supervisor will be calling back. Follow the protocol for setting up the best time to call
back. Be sure to make comments on the memo field that prepare the next caller for
making the call. A polite way to exit the conversation is: “Sir/Ma'am, maybe | caught
you at a bad time. Would it be all right if someone called you back at a later time?”

4. Ifthey refuse to be called again and do not wish to continue the interview, thank them
for their time, wish them a wonderful day, hang up, and make note of your experience
with the caller in the notes field.

5. Inform your supervisor about the results of the interview.

Self-Care

Handling unpleasant callers is a good time to talk about self-care as an interviewer. This
job ranges from being very challenging and interesting to somewhat monotonous. If you
notice yourself getting unfulfilled, please do something about it. The more unmotivated
an interviewer is, the less the quality of the interview. Most people cannot do more than
two or three hours of calling at a time. Sometimes it is possible to section your time
interviewing so it is only done an hour or two at a time. In between interviewing periods,
do something like read an interesting book, go on a walk, or do some other diverting
activity. While this time is not paid, it is useful to take your mind off interviewing and help
you be relaxed and motivated the next time you call subjects.

Self-care also is important when you have just handled a difficult caller. Although such
calls happen rarely, it is essential to know how to react to them. Dealing with an
unpleasant person usually results in unpleasant feelings for the interviewer, which is
completely understandable. After the phone call, please take the time you need to calm
down. If you need to, find someone to talk to in our group or take a walk. This is time
that is again unpaid, but is invaluable in doing your job well.
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Privacy Statements

All personal information obtained from the participants is confidential. Do not discuss it
with those who are not involved in the study. All information is kept in locked offices at
the Department of Health. The only people with access to these records are employees
on the Serious Trauma study. As an employee of the MDH you are held responsible for
maintaining data confidentiality. Breaches of privacy will have consequences as outlined
in the sections of data privacy agreements signed by all employees on this project. If you
have any questions about data privacy, please talk to your supervisor. All of this
information is disclosed to potential participants in the mailing packet they received, and
also in the consent/assent forms they will sign if they agree to participate.
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e If subject is be considered a refusal by extension of the protocol. The face sheet and the
information it contains will then be sent to a database collecting records that are refusals by
extension of the calling protocol.

= In the event the calling protocol is extended and a majority of the calls were just no
answer or answered by an answering system the database that keeps the refusal by
extension of the calling protocol can be reviewed to see if calling should resume
because of lack of contact.

e |f the interviewer calls for any amount of time before extending the protocol, then discovers the
subject is to be reached at a number other than what has been called i.e. they have moved, the
calling protocol will cleared and started from the beginning the new number.

e If a day and/or time has been suggested, a preferred calling time will be used to record up to 3
suggested times. The interviewer is encouraged to obtain 3 different day/time suggestions to
contact the subject. By marking a call a priority, that subject's face sheet will be brought up by
the program first on the list of calling to be done for the time period the interviewer is calling
during. The calling protocol to be followed in instances of “priority calls":

= The subject will be called only during the preferred calling time until otherwise noted
or until extension of the protocol.

e The subjects also have the opportunity to call in to the 800 phone number and refuse
participation, make an appointment for an interview or in some cases ask to conduct an
interview in real time.

= The interviewer is to verify name, address, and phone for the subject prior to
obtaining consent or conducting the interview.

e The calling protocol will be affected by the mailing procedure of the patient information packets
for each hospital. Some subjects will receive 1 mailing prior to calling, while others will receive
2 mailings prior to calling for interviews. How the mailings contribute to the calling protocol is as
follows:

Subjects receiving 1 mailing

e Those subjects who receive one mailing will be eligible for calling approximately 7 days after
the date of the first letter. These subjects who will receive only one mailing will be identified by
the hospital.

» Currently the hospitals requiring one mailing are:
HCMC
Immanuel St. Joseph’s
North Memorial Medical Center
Park Nicollet Health System/Methodist
Rice Memorial Hospital
St. Cloud Hospital
HealthEast St. Joseph’s and Health East St. John's

Subjects receiving 2 mailings

e Those subjects who receive two mailings will be eligible for calling approximately 7 days after
the date of the second letter.
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e Currently the hospitals requiring two mailings are:
St. Mary's Duluth
Regions
All Allina Hospitals

Message Protocol

When a subject is not available, and either an answering system or another person answers the
phone, the following protocol apples:

e |f a person other than the subject answers the phone, ask them when is a good day and time
to get a hold of the subject (as is written on the telephone consent form) and ask for a preferred
calling time the subject can be reached.

e A total of 2 messages will be left.

e The 1* message will be:

“Hello, this is <<YOUR NAME>> and I'm calling from the Minnesota Department of
Health. We would like to speak to <<SUBJECT"S NAME>> regarding a study we are
conducting. We'll try contacting <<SUBJECT"S NAME>> later on in the week, otherwise
we can be reached at 612-676-5074 (outside the Metro area, 1-877-925-4189). Thank
you for your time. Goodbye."

» |f the subject is under 18 the first message will be:
“Hello, this is << YOUR NAME>> and I'm calling from the Minnesota Department of
Health. We would like to speak to the legal guardian of <<SUBJECT"'S NAME>>
regarding a study we are conducting. We'll try contacting you later on in the week,
otherwise we can be reached at 612-676-5074 (outside the Metro area, 1-877-925-
4189). Thank you for your time. Goodbye.”

» The second message if to be left a week after the first message.

e The script for the second message will be the same as the first.

Program Screens

The interviews will be conducted by paper and pencil rather than using the CATI system.

In the event interviewers have time for data entry, the form used to entering data will be
done on the computer using the CATI screen for the questionnaire.
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Telephone Interview Consent Form
Telephone consent: Adults / Children

If age 18 or older:
Hello, | am calling from the Minnesota Department of Health. We are working with (hospital name) in
a study to evaluate the causes of serious work-related trauma. May | please speak with (name of

injured)?

else,
Hello, | am calling from the Minnesota Department of Health. We are working with (hospital name) in

a study to evaluate the causes of work-related traumatic injuries. May | please speak with (name of
injured) legal guardian?

If no, 2 What would be a convenient time to contact him/her?

If yes:

Hello, Mr. (Ms.) (name of the injured / legal guardian) we are calling from the Minnesota Department
of Health. We received your / your son (daughter’s) name from (hospital name) where you / they
were recently treated. You should have received a letter and an informed consent form from us
sometime during the last few days. Do you recall receiving these?

If yes,~> Have you read through the letter and informed consent form (if no, please give them
time to do s0)? Do you have any questions or comments?

If no, > We would be happy to send you another copy.
We are evaluating work-related traumatic injuries. The purpose of this study is to evaluate the
causes of and ways to prevent injuries such as yours from taking place. Any information you give us
will be held strictly confidential. Participation is entirely voluntary and will in no way affect your
health care. You are one of an estimated 6000 subjects being asked to participate in this study.
Please feel free to ask us any guestions you may have about the study at this time or during the
interview.
Would you be willing to participate in this study?
yes no
If no, = Could | possibly ask you a few questions pertaining to work-related injuries?
If yes = Go on to the short interview.
If no = Thank you and goodbye.
Is this a convenient time to talk to you?
yes no

If yes, > Proceed with the questionnaire.

If no, > Could we arrange a time to call back that would be convenient for you?
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Strain = to overexercise; to use to an extreme or harmful degree. An overstretching or
overexerting of some part of the musculature.

Superficial Injury = a wound or maiming pertaining to or situated near the surface.

Tendinitis = Inflammation of the tendons and of the tendon-muscle attachments due to strain
or wrenching and causing great tenderness and lameness.

Toxic Effects = Pertaining to, due to, or of the nature of poison.

Vascular Injury = A wound or maiming pertaining to the blood vessels.
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Appendix E - Introductory Letter

(date)
Dear (injured) :

The Minnesota Department of Health, in conjunction with Methodist Hospital, is studying serious work-
related traumatic injuries; this program is called the Surveillance of Serious Work-related Trauma.
Telephone interviews are being conducted to learn more about factors contributing to these injuries. This
information is important for preventing future work-related injuries.

We are asking you to participate in a short telephone interview that covers questions about your traumatic
injury. Your participation is voluntary, but it is important that we collect information from as many
people as possible who have experienced such work-related injuries. Only then can we hope to reduce
occupational traumatic injuries. All your answers are private. The information you provide will be used
only by the Minnesota Department of Health study staff. No names or information that can be used to
identify you are ever used in reports.

We appreciate your participation and cooperation. Within the next two weeks you will be contacted by the
Minnesota Department of Health Surveillance of Serious Work-related Trauma staff. This interview will
take approximately 20 minutes to complete.

If you have any questions, please do not hesitate to call us collect at (612) 676-5746. Thank you for your
consideration.

Sincerely,

Christina L. Larson
Epidemiologist/Project Coordinator

CLL/ey
enclosures
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Here we are looking for a description of the industry they worked in. For
example, agriculture, mining, plastics manufacturing etc. This will basically

allows us to establish an incidence rate by industry type.
4. What was your job title at the company? What were your duties?

Similar to the above, we are interested in the job title and describing its
duties. Finding out the duties involved in the job title will allow us to see
what kind of activities the individual was performing at the time of the

accident.

! Be aware of the questionnaire response options that nee to be filled in or answered in
addition to the original response to the question. For example, the option to mark “self-

employed” when asking question number 2.

Questionnaire

5. Could you please tell me how the accident happened?

The interviewer can record the participant’s narrative by hand. Upon
completing the interview, the interviewer can come back to this question
and code the Source, Event, and Environment in which the injury took

place using the OIIC book as a guide for codes.

5a. — 5e. Prompt questions

These questions are here in the event the subject does not include enough
information in their narrative. Having these questions down by memory will
help you know if the subject is covering all the information we want as they

tell their injury story

6. Did the injury or injuries occur on or off-site of the company/employer
you worked for?

Remember the delineation of temporary agency here. We want to know if
the injury occurred on the grounds of the hiring company or on one of its

work sites.
8. Did the injury or injuries occur during regular working hours?

This question can solicit a lot of clarification. The subject might ask what
regular working hours are considered to be. We are only concerned with
their reqular working hours. If a subject normally works from 11 pm until 3
am, that is considered their reqular working hours.

9. Have you worked at all since your injury happened on <<date>>?

We want to khow if they have worked at all, not just at the employer at
which they were working when they were hurt, but at either a new

employer or an old employer but in a new position, etc.. If they have
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worked since the accident, you do not need to specify where they have
worked since this question will be asked later in the questionnaire.

9a. What has prevented you from returning to work?

Be certain they understand it is the work-related injury, and not any other
injury that has prevented them from returning to work.

9b. Do you think you will be able to return to work?

Although this is a subjective question, we are asking if the subject thinks
they will ever return to work. This question has several prompts or follow-
up questions for the interviewer when given an answer by the subject.
They are there to remind the interviewer of what details of the question
may be asked.

10. On approximately what date did you first return to work?

The format option in the questionnaire is month/day/year. Be prepared to
record the response in this format in the event the participant answers with
“12 days ago.” If they respond they do not recall, then a few prompts such
as “was it months ago, weeks ago or days ago” will help them along in
recalling when they did return to work. If they do not remember and give
an estimate record the date the estimate would be.

11. Did you return to work about the same percent time that you were
working at the time of your injury.

This ironically enough can be tricky for the subjects. What we want to know
is Iif they returned to work the same amount of time at the job they were
injured. If they worked two jobs, and one had the time they worked
decrease, this can be noted on the questionnaire but they did not decrease
their time at the job in which they were injured. It is a fine line between
disability in life as a result of an injury and the result the injury had on their
job.

12a. Is this the same job, by job we mean the same job responsibilities and
activities, as the one you worked in at the time of your injury?

Many subjects will answer yes to this question as they may have returned
to the same job title and duties for example if they are a line working postal
employee, and they have returned to working on the line, they might
answer they returned to the same job, but in the same breathe say they no
longer lift heavy items off the conveyor belt. Technically, their job
responsibilities did change, but please record their answer as they gave it
but record a note on the side of the question that they no longer liff heavy
items. The answer to this question can affect the next question 12b as far
as the two having different responses than would seem logical.
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12b. Did your employer modify your job to accommodate you because of
your injury?

If the participant inquires as to what is meant by “modify,” we want to know
if they were given any assistance to complete their job. For example, after
an injury occurred, a worker who at one time lifted 50 pound bags of flour,
now was given a dolly or forklift to accomplish this task because of the
injured back they sustained lifting the bags manually. We are not
interested in modification of job responsibilities, as that is an earlier
question.

15. At this time does your injury affect your ability to do any activities
relating to your work or job?

Many participants will have answered question 12a. in a way that it should
really be recorded here. 12a. asks if they returned to work with the same
responsibilities and activities. They might respond, “Yes, but | no longer lift
heavy items.” In actuality, the response they gave is what we are looking
for in this question.

16. As a result of your injury, have you experienced any financial
difficulties?

After asking this question be aware that if the subject isn’t sure what sort of
financial difficulties we are looking for, reference the prompts to the right of
the explanation section of this question. As with all questions that require
the subjects to list out their thoughts in response to a question be thorough
and allow them to answer the question completely or use prompts to
inquire, “Is that all?” to help them along to completing the answer.

20. As a result of your injury... Have you had to use special equipment,
such as a cane, wheelchair, special, or special telephone?

Again be aware here of using prompts to help the subject give a complete
answer.

21. As a result of your injury... Is it more difficult for you to move about the
community?

Many people may answer “no” to this question, because they claim they
can still drive or get around. However, they may also mention that it takes
them an extra hour to get in and out of the car, or that because their
shoulder was hurt they shift with the “wrong” hand while driving. Because
the question asks if they can get around at all, technically their answer of
‘no” is correct, but we also want to know if getting around is more difficult
since their injury. If there is any increase of hassle for them since their
accident, mark their answer as a “yes” and write down an explanation.
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22. Do you feel isolated from your friends, family and community?

This question is soliciting more emotional information, so be considerate
and patient. We want to know if the overall level of communication and
activity with friends and family has suffered because of the accident.
Some patients may scoff a little at this question, but sometimes if you
remind them of things they are missing that they may have mentioned
earlier, they will consider the question a little more seriously and may
change their answer.

IQuestions 22-26 include many skips according to the subject’s answers,
be careful in where their answer brings you next.
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Page 2 - Mary Manning

As aresult of your proposed organizational changes, changes of responsibility for the
Principal Investigator listed in the application, and the absence of any prior approval
authorization from the awarding office, all activities and the incurring of costs on subject
grant awards are immediately suspended. Suspension actions are not appealable. Upon
receipt of the requested documentation and acceptance of the proposed candidate
(including those acting in a temporary capacity as Principal Investigator), the suspension
will be reviewed by this office. Please note that incurring cost after the receipt of this
letter and prior to approval by the awarding office of your replacement, candidate will
result in the disallowance of those costs and may jeopardize other current awards made to
your organization by this agency.

We trust this issue will be resolved in a timely manner. Should you have any concerns,
please contact me at (770) 488-2656.

Sincerely,

itionsrand Assistance Branch
ement and Grants Office

Cc: Michael Galvin, Ph.D./MS-E74
Lee Sanderson, Ph.D./MS-E74
Sheryl Heard, MS-E13






added to this protocol. Please provide a complete listing of all involved
facilities, as well as justification as to why this IRB was not informed
of their involvement.

« As principal investigator, you are required to keep all participating
IRBs informed of the status of this research. Please provide
assurance of expeditious reporting of this suspension to all other
participating IRBs. -

s Please provide a higher-quality copy of the letter received from the
CDC, as well as hard copies of your memos, dated May 2, 2002 that
were included with this facsimile transmission.

Given the history of the file and under the current circumstances, a new
application and full Committee review will be required when requesting
approval to lift the suspension imposed by this IRB, as well as
appropriate documentation indicating the CDC’s resolution of this

matter.

The Park Nicollet Institute IRB, Committee C, will be informed of this
suspension at their next meeting on May 7, 2002. A copy of this letter
will also be forwarded to the CDC and per regulatory reporting
requirements, to the Office for Human Research Protections.

Your prompt attention to this matter is expected. Should you have any
qguestions or concerns, please feel free to contact me at 952.993.3015.

Regard

T’arLara J. O’Blac
Institutional Review Board Administrator

Cc: Dr. Alan Bender; Mary Manning; Office of Human Research
protections (OHRP); Centers for Disease Control (CDC)



% Park Nicollet Institute

% Health Research Center

Park Nicollet 3800 Park Nicollet Blvd.
Minneapolis, NON 33416-2699
952-993-3523 rel

952.993-3731 fax
www.parknicollet.com

May 10, 2002

Dr. David Parker
2808 River Parkway West
Minneapolis, MN 55406

Re: #1398-99-C Surveillance of Serious Work-Related Trauma
Dear Dr. Parker:

The Park Nicollet Institute Institutional Review Board (IRB) met on May
7, 2002 and reviewed the current circumstances surrounding the above
referenced study, including correspondence to date.

The IRB moved to uphold the Centers for Disease Control and
Prevention’s (CDC) suspension of this study as outlined in
correspondence date stamped February 22, 2002. In addition, the Board
echoed concerns reflected in my correspondence of May 3, 2202.

Your response to those concerns will be reviewed by the full IRB as soon
as is feasible. Further, should the suspension be lifted by the CDC, you
must still satisfy the concerns of this IRB before our lifting of the
suspension may be addressed. In addition, should those concerns be
satisfied, you will be required to submit a new application for approval in
support of this research.

Please feel free to contact me directly at 952.993.3015 should you have
any questions or concerns. Your prompt attention to this mater is
expected.

Regards

Tamara J. O’Black
Park Nicollet Institute
IRB Administrator

Award-winning Care
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% Park Nicollet Institute
\ Health Research Center
Park Nicollet 3800 Park Nicollet Blvd.
Minneapolis, MIN 55416-2699
952-993-3525 tel

952-993-3741 fax
www.parknicollet.com

May 29, 2002

Dr. L. Ronald French

Chronic Disease and Environmental Epidemiology
Minnesota Department of Health

717 Delaware Street SE

Minneapolis, MN 55414

Re: Surveillance of Serious Work Related Trauma (#1398-99-C)
RO1 OHO03943-02

Dear Dr. French:

This office is in receipt of correspondence from you, undated, indicating
CDC approval of your appointment as principal investigator for the above
referenced study. 1 also received brief emails from Dr. David Parker
indicating that it was his understanding, via a conversation with Mary
Manning, that the CDC had granted provisional approval for this
appointment..

As previously requested both in writing and in conversation with Dr.
Alan Bender, this office requires a copy of official correspondence from
the CDC approving this appointment. To date, no such documentation
has been provided. Neither has documentation been provided, as
discussed with Dr. Bender, which indicates CDC rescinding of the
suspension or their acknowledgement that they _“responded
inappropnately.”

In addition, please understand that once this IRB is able to confirm your
role as principal investigator, you are responsible for answering all
concerns previously raised in correspondence to Dr. David Parker
regarding this study. Until all such concerns are satisfactorily
addressed, and a new application submitted, approval for this study
remains suspended.

In addition to providing the requested documentation concerning your
appointment, please address the following:

» Official documentation from the CDC indicating their lifting of the
suspension must be provided before local approval can be
reconsidered.

Award-winiming Care
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It is our understanding that personnel in your office were aware of the
CDC suspension of this study possibly as early as February of 2002.
This IRB was not advised of the suspension until May 2, 2002.
Justify this lapse in required reporting.

It is our understanding that activity on this study continued during
this period, despite the suspension. Provide a detailed accounting of
what activities occurred in the interim and on what date personnel
were informed to halt all study-related activities. Be advised that all
data collected during the suspension may not be used.

It 1s our understanding that as many as 15 individual facilities are
involved in this project. Our study file indicates that only two
additional facilities — St. Cloud and Mercy/Unity Hospitals — were
added to this protocol. Provide a complete listing of all involved
facilities, as well as justification as to why this IRB was not informed
of their involvement.

As principal investigator, you are required to keep all participating
IRBs informed of the status of this research. Provide dates as to when
this suspension was conveyed to all other participating IRBs.

Given the history of the file and under the current circumstances, a
new application and full Committee review will be required when
requesting approval to lift the suspension imposed by this IRB, in
addition to the requested documentation indicating CDC resolution of
this matter. :

Your prompt attention to this matter is expected. If a complete and
timely response is not received regarding this matter, this inattention
may be considered serious non-compliance and will be reported as such
to the Office for Human Research Protections (OHRP).

Should you have any questions or concerns, please feel free to contact
me at 952.993.3015.

a J. O'Black

Institutional Review Board Administrator

Cc: Alan Bender; Mary Manning; David Parker









‘% Park Nicollet Institute
\ Health Research Center
Park Nicollet 3800 Park Nicollet Blvd.
- Minneapolis, MN 55416-2699
952-993-3525 rel

952-993-3741 fax
www.parknicoller.com

June 24, 2002

Dr. L. Ronald French & Dr. Alan Bender

Chronic Disease and Environmental Epidemiology
Minnesota Department of Health

717 Delaware Street SE

Minneapolis, MN 55414

Re: Surveillance of Serious Work Related Trauma (#1398-99-C)
RO1 OH03943-02

Dear Drs. French and Bender:

This office is in receipt of correspondence from Dr. Alan Bender, dated
June 20, 2002, concerning the recent NIOSH site visit auditing the above
referenced study. As previously requested, and as promised by Dr.
Bender in conversation the morning of June 20, 2002, this
correspondence does include documentation of Dr. French’s appointment
as intenm principal investigator.

It does not include information addressing other concerns as noted in
correspondence to Dr. French (and copied to Dr. Bender) dated May 29,
2002 and as previously conveyed to Dr. David Parker in correspondence
dated May 3, 2002. While it is understood that NIOSH will be providing
you with documentation concerning their site visit findings, this in no
way negates responsibility for fully addressing the concerns of this IRB.

In conversation with Dr. Bender on June 7, 2002, and documented in a
memo to him on the same date, 1 granted an extension for the
Department of Health’s response to IRB concerns in light of the
upcoming site visit. That memo clearly stated the expectation that all
concerns regarding this study were to be addressed no later than June
28, 2002. It also reiterated that should such correspondence not be
received by that date, such a delay would be viewed as serious and
continuing non-compliance and reported as such to the proper
regulatory authorities.

Be advised that vour complete response to the 1RB concerns previously
voiced must be received by this office no later than 4:00 pm on Friday,
June 28, 2002. No extension will be granted. Failure to provide this
information will be reported to the Office for Human Research
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Protections (OHRP), the CDC, and NIOSH. A copy of the May 29, 2002
correspondence is enclosed for your convenience.

Please contact me at 952.993.3015 should you require additional
clarification. Your prompt attention to this matter is expected.

Reg

ara J. O’'Black
IRB Administrator
Park Nicollet Institute






Ms. Tamara J. O’Black
Page 2
June 26, 2002

Since it is apparent that the ethical conduct of the Minnesota Department of Health during this
study is being called into question, I believe that a fragmented, incomplete and undocumented
response to your request does not serve your IRB or the MDH. In order to fully satisfy your
request, I again respectfully ask for the time necessary to obtain the forth coming NIOSH docu-
mentation, to address questions generated by the conduct of the previous PI, and to insure that all
federal and state legal obligations are satisfied. In any event, we will not be able to provide you
the details that you have requested by June 28, 2002, for all the reasons given, it is simply not in
our control to do so.

Sincerely,

AloTente

Alan Bender, D.V.M., Ph.D., Section Chief
Chronic Disease and Environmental Epidemiology
P. O. Box 9441

717 Delaware Street Southeast

Minneapolis, Minnesota 55440-9441

AB:dr

Enclosure

cc:  Mary Manning, Acting Division Director
Ron French, M.PH., Ph.D.
Aggie Leitheiser, Assistant Commissioner of Health
Julie Brunner, Deputy Commissioner



% Park Nicollet Institute

% Health Research Center

Park Nicollet 3800 Park Nicollet Bivd.
Minneapolis, MIN 55416-2699
952-993-3525 1el

952-993-3741 fax
www.parknicoller.com

June 26, 2002

Dr. L. Ronald French & Dr. Alan Bender

Chronic Disease and Environmental Epidemiology
Minnesota Department of Health

717 Delaware Street SE

Minneapolis, MN 55414

Re: Surveillance of Serious Work Related Trauma (#1398-99-C)
RO1 OH03943-02

Dear Drs. French and Bender:

This office is in receipt of faxed correspondence from Dr. Alan Bender,
dated June 26, 2002, regarding your response to IRB concerns related to
the above referenced study.

It 1s understood that you will not be able to fully respond to the issue of
the CDC suspension and possible retroactive lifting of the suspension
until resolution of the NIOSH site visit. Once documentation is received
from NIOSH, it is expected that this aspect be addressed.

With respect to the remaining concerns outlined in my letter of May 29,
2002, these are local concerns. Their resolution is not dependent upon
receipt of additional information from NIOSH, CDC or other outside
entities. While the IRB acknowledges and appreciates the logistical
challenges of this situation as outlined in your letter, we have been
consistent in our request that these concerns be addressed in a timely
manner. Correspondence from this office to Dr. David Parker, dated May
3, 2002 and copied to you, originally laid out these concerns and the
expectations of the IRB in writing. This was further clarified in my
conversation with you on May 9, 2002.

Those concerns, excerpted from the May 29, 2002 letter, are as follows:

o It is our understanding that personnel in your office were aware of the
CDC suspension of this study possibly as early as February of 2002.
This IRB was not advised of the suspension until May 2, 2002.
Justify this Japse in required reporting.
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It is our understanding that activity on this study continued during
this period, despite the suspension. Provide a detailed accounting of
what activities occurred in the interim and on what date personnel
were informed to halt all study-related activities. Be advised that all
data collected during the suspension may not be used.

It is our understanding that as many as 15 individual facilities are
involved in this project. Our study file indicates that only two
additional facilities — St. Cloud and Mercy/Unity Hospitals — were
added to this protocol. Provide a complete listing of all involved
facilities, as well as justification as to why this IRB was not informed
of their involvement.

As principal investigator, you are required to keep all participating
IRBs informed of the status of this research. Provide dates as to when
this suspension was conveyed to all other participating IRBs.

Again, we appreciate the difficulties of navigating this situation and are
willing to grant reasonable accommodation as regards documentation of
the suspension and pending resolution with CDC/NIOSH; however, our
expectation regarding your responsibility to resolve the remaining issues
is quite clear. Please provide a complete response to the concerns noted
above no later than 4:00 pm on Friday, June 28, 2002.

Please contact me at 952.993.3015 should you require additional
clarification. Your prompt attention to this matter is expected.

Regards, >

gjara J. O'Black

IRB Administrator
Park Nicollet Institute






Ms. Tamara J. O'Black
Page 2
June 28, 2002

We can find no documentation from the previous principal investigator (Dr. Parker) to Park Nicol-
let concerning the inclusion and participation of the above facilities in the study. However, in the
original Institutional Review Board application, dated 09/20/99, it was stated that “patients would
be recruited from the 11 regional tranma centers, Minnesota Department of Labor and Industry,
and hospitals that are yet to be defined.” In both annual progress reports sent 09/19/00 and 09/17/
01, all questions were answered, including those asking for total number of participants screened,
enrolled and completed with the study.

Letters from the MDH went to the IRBs of all other participating facilities informing them of the
upcoming site visit and explaining that until pending study issues were resolved, no further study
data were to be collected. As you can see from this information, we have very different perspec-
tives on this issue and we hope to be able to resolve them soon.

Finally, you state in your letter that all data collected during the suspension may not be used. Iam
assuming that our agreement that the MDH may still use these data for purposes of responding to
NIOSH requests is still valid.

I hope that this letter further clarifies the situation. Thank you very much for your time and atten-
tion.

Sincerely,

Alan Bender, D.VM., Ph.D., Section Chief
Chronic Disease and Environmental Epidemiology
P. O. Box 9441

717 Delaware Street Southeast
Minneapelis, Minnescta 55440-5441

AB:dr

Enclosure

cc:  Mary Manning, Acting Division Director
Ron French, M.PH., Ph.D.
Aggie Leitheiser, Assistant Commissioner of Health
Julie Brunner, Deputy Commissioner



% Park Nicollet Institute
\ Health Research Center
Park Nicollet 3300 Park Nicollet Bivd.
Minneapolis, MIN 55416-2699
952-993-3525 tel

952-993-3741 fax
www.parknicoller.com

July 9, 2002

Michael Carome, Director of Compliance Oversight
Office for Human Research Protections (OHRP)
Department of Health and Human Services (DHHS)
The Tower Building

1101 Wootton Parkway — Suite 200

Rockville, MD 20852

Re: RO1 OHO003943  Surveillance of Serious Work-Related Trauma
Original Principal Investigator: Dr. David Parker
Current Interim Principal Investigator: Dr. L. Ronald French
Granting Agency: National Institute for Occupational Safety and Health
(NIOSH), Centers for Disease Control and Prevention (CDC)

Dear Mr. Carome:

Pursuant to 45 CFR 46.103(b)(5), we are notifying OHRP of serious, continuing non-compliance
with regard to the above referenced protocol.

This study was originally approved by the Institutional Review Board (IRB) for Park Nicollet
Institute in November of 1999 with Dr. David Parker as principal investigator. At that time, the
Minnesota Department of Health “agree(d) to abide by all decisions and requests™ made by this
IRB. A Single Project Assurance, approved April 19, 2000, was filed by the MN Department of
Health with DHHS. Since that time, we have considered the Park Nicollet Institute IRB as the

IRB of record for this study.
What follows is a timeline of recent events:

Early/Mid-March 2002 Dr. David Parker approached me on two occasions expressing concern
over what he referred to as the Minnesota Department of Health’s
ongoing efforts to have him removed as principal investigator on the
above grant. I indicated that it was the jurisdiction of the granting
agency to have him removed, that the MN Dept. of Health would
presumably have to show cause for® his removal, and that until
documentation of NIOSH approval for his removal was received by this
IRB, Dr. Parker was still considered the principal investigator (PI) of
record.

March 25, 2002 Correspondence was received from Margee Brown, MIN Dept. of Health
IRB Coordinator, indicating that Dr. David Parker was being replaced as
PI on this grant by Dr. L. Ronald French. No supporting documentation
was attached.
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March 27,2002

Undated letter

April 15, 2002

May 2, 2002

May 3, 2002

I spoke with Ms. Brown and indicated that this IRB cannot approve the
change in PI until documentation approving the change is received from
NIOSH.

Correspondence was received from Dr. Alan Bender, Section Chief of
Chronic Disease and Environmental Epidemiology at the MN Dept. of
Health repeating the request that Dr. Parker be replaced by Dr. French as
PI on this grant. No supporting documentation was attached.

Sent correspondence to Dr. Bender again expressing the need for
documentation of NIOSH approval of this transfer of PI, indicating that
Dr. Parker will remain the PI of record until such correspondence is
received, and requesting that a curriculum vitae and letter of intent from
Dr. French accompany the documentation when forwarded.

At his request, Dr. Parker met with Dr. Margaret Healey, Director of
Clinical Research for Park Nicollet Institute, and myself regarding what
he termed serious ethical concerns regarding the conduct of this study.
During the course of that conversation he revealed that 1) this study had
been suspended by CDC due to ongoing difficulties in properly
designating a PI; 2) study-related activity was ongoing; and 3) there were
as many as 15 institutions participating in the study where the original
application proposed 11.

In response to this meeting, Dr. Parker provided a brief memo outlining
his understanding of the related events to date, a separate memo
indicating that he would begin compiling a list of the participating
institutions, and a poor, facsimile copy, date stamped February 22, 2002,

of the CDC suspension letter. 4 copy of this letter is attached.

Sent formal correspondence to Dr. Parker reflecting the IRB for Park
Nicollet Institute’s understanding of the situation, effectively suspending
the study immediately in conjunction with the CDC suspension,
indicating that all study-related activities must cease immediately and
that data collected during the suspension period could not be used, and
requesting that he address the following:
e Lapse in required reporting of the NIOSH 'suspension to this
IRB; and the '
= Nature of and justification for study-related activities that
occurred following his knowledge of the suspension.
Dr. Parker was also asked to provide a complete list of participating
facilities and assurance that the suspension had been appropriately
reported to those institutions/IRBs,

This letter was copied to Dr. Bender, Mary Manning at the MN Dept. of

Health, OHRP, and CDC. A copy of this letter is attached.



May 7, 2002

May 9, 2002

May 13, 2002

May 19, 2002

May 24, 2002

The IRB for Park Nicollet Institute met, reaffirmed suspension of this
study, and deferred consideration of renewed approval until complete
resolution of all IRB concerns and submission of a new application is

received. A copy of this letter (dated 5/10/02) is attached.

I received a telephone call from Dr. Bender expressing concern over
what he termed the lack of trust reflected in my letter. He indicated that
Dr. Parker had “vacated his role as PI. Regarding the suspension, he
indicated that NIOSH had since rescinded the suspension and
acknowledged that it (NIOSH) had responded inappropriately to the
situation. He also implied that study-related activity was ongoing and
would continue as such, and expressed concemn over how long this
situation would take to resolve. He said that documentation reflecting
the mistaken suspension would be forwarded within the next week.

I explained to Dr. Bender that this IRB must act on information
presented to it, that until concems were addressed the study remained
under Dr. Parker as PI and remained suspended, and that I could make no
promises about the time to resolution. -

Dr. Bender left a voice mail indicating that staff were now complying
with conditions outlined in the IRB suspension letter, and that NIOSH
would be conducting a site visit and he had a question regarding use of
data for that purpose.

‘When I returned his call, he reiterated that they are following through on
curtailment activity. He also indicated that NIOSH had accepted the Pl
transfer. I clarified that the understanding of this IRB with regard to the
use of data collected during the suspension did not preclude complete
compliance with NIOSH requests in conjunction with their site visit.

Dr. Parker copied me on an email to Dr. Bender and Ms. Manning
requesting a list of institutions involved in the study in order to respond
to IRB concemns.

Dr. Parker indicated in separate emails to me that he had been informed
via phone that NIOSH had approved the transfer of the grant and change
in PI.

Dr. Parker indicated in an email that the MN Dept. of Health had
declined to provide him with a list of institutional contacts for this grant,
and that Ms. Manning stated to him that she would be in contact with our
office. ]



May 24, 2002

May 29, 2002

June 7, 2002

June 20, 2002

Correspondence was received from Dr. French confirming his status as
interim PI, acknowledging the IRB letter of May 3, and providing
assurance that no data was being collected for the study at that time.
Previously conveyed IRB concerns were not addressed. A copy of this
letter is attached.

Sent correspondence to Dr. French acknowledging the general
understanding of his new role as PI but again requesting that
documentation be provided, as promised, of both NIOSH approval of the
transfer and their alleged rescinding of the suspension. The letter
reiterated all previously outlined IRB concemns, indicated that prompt
attention to these concerns was expected, and that continuing inattention
may be considered serious non-compliance and reported as such to
OHRP. The letter was copied to Dr. Bender and Ms. Manning. 4 copy
this letter is attached.

Spoke with Dr. Bender who again requested, and was provided with,
clarification regarding use of data collected for the NIOSH site visit on
June 18-19. He reéquested an extension of their time to respond given the
need to prepare for the site visit but assured me that they would address
all concerns immediately following the visit. I agreed to the extension
with the clear understanding that all issues must be dealt with
immediately following the site visit.

I provided a memo wvia fax and mail indicating our understanding
regarding use of the data, providing a June 28 deadline for receipt of
their response to IRB concerns, and clearly indicating that additional
delays would be considered serious, continuing non-compliance and be
reported as such to OHRP. 4 ¢ this memo is attached.

Dr. Bender called and requested another extension to respond to IRB
concerns. He indicated that the site visit had just concluded and that he
expected to receive correspondence within two weeks effectively
rescinding the NIOSH suspension. I asked if this was the same
documentation he had promised to provide more than a month ago. 1
was not given an answer. He then indicated that he had no
documentation pertaining to this study. When I question him he clarified
that he did have documentation approving the appointment of Dr, French
as interim PI. I requested that this information be forwarded
immediately, along with their response to local IRB concerns. It was
emphasized that an extension was not being granted. He indicated that
he would get that information out the same day. Again, he raised the
issue of use of collected data in conjunction with the NIOSH site visit
and our understanding was again clarified.



June 24, 2002

June 24, 2002

June 25, 2002

June 26, 2002

June 26, 2002

June 28, 2002

Documentation was received from Dr. Bender regarding CDC/NIOSH
approval of Dr. French as Interim PI. No other IRB concerns were

addressed. A copy of this letter is attached.

Sent correspondence via same-day courier service to Drs. Bender and
French again requesting that IRB concerns be addressed. The letter
clearly indicated that the deadline remained June 28, that no additional
extensions would be granted, and that failure to provide the requested

mformation would be reported to OHRP. A copy of this letter is
itached.

Confirmation of the reported suspension was received from OHRP.

Dr. Bender left a voice mail indicating that he had received a request
from one of his staff regarding renewal of this study. I returned his call
and left a voice mail indicating that 1) the study was currently suspended
and thus renewal was not a concern at this point; and 2) the last approval
date was November 6, 2001 and thus even under normal circumstances
the study would not be due for renewal until November 5, 2002,

Faxed copy of correspondence was received from Dr. Bender (hard copy
received 6/27/02). The first full paragraph of this letter clearly
misrepresented the contents of my conversation of June 20 with Dr.
Bender. No extension was granted, no waiver of complete IRB review
was discussed. Dr. Bender offered a number of reasons why he believed
the Dept. of Health could not respond in a timely manner to the IRB
concerns noted. He implied that further additional time is needed in
order to provide a complete and documented response. A copy of this
letter is attached.

Sent correspondence via same-day courier service to Drs. Bender and
French acknowledging that, as concerned CDC suspension of the study,
it was understood that they might not be able to fully respond until
additional information was received documenting the NIOSH site visit;
however, the letter again requested that the remaining IRB concerns be
addressed immediately as these were local concerns and response was
not dependent upon input from NIOSH. The deadline was again clearly

stated. A copy of this letter is attached.

Facsimile copy of correspondence was received from Dr. Bender (hard
copy received 7/02/02) again stating that they could not, for various
reasons, fully respond to the concerns of this IRB as had been requested.
Dr. Bender did provide a list of 20 participating institutions, but no
additional details were provided and he did not address any other IRB

concerns. A copy of this letter is attached.



July 1, 2002 In an effort to clarify the situation, I contacted NIOSH directly and spoke
with Dr. Lee Sanderson, Program Admimstrator. Dr. Sanderson
conveyed the following information:

e According to NIOSH, the study was no longer suspended and
remained so only during the period from the imitial notification
through their letter of May 22 approving appointment of the interim
PI;

e The site visit was conducted with the primary purpose of gathering
additional information on the qualifications of the mew PI and
checldng on the general status of the study. It was not conducted to
explore any human subjects or regulatory compliance related
concerns. The CDC Procurement and Grants Office conducted a
concurrent assessment of the financial status of the grant;

o Dr. Sanderson was unaware that the study was and remained
suspended by the Park Nicollet IRB, the IRB of record for the study;
and

e He agreed that it would not appear as if the pending report from
NIOSH would address any of the concems promulgated by this IRB
with regard to local conduct of the study.

July 2, 2002 The IRB for Park Nicollet Institute met and, upon review of the
information available, moved to report the situation as serious,
confinuing non-compliance to OHRP.

Where noted, copies of correspondence have been attached. A compete set of file
correspondence, including logs of telephone conversations, is available upon request.

This office, on behalf of the Park Nicollet Institute IRB, has made a continuing effort to work
with Drs. Bender and French to resolve these issues. Despite repeated assurance of their intent to
provide complete information, the Minnesota Department of Health has yet to fully respond to
serious local concerns, originally conveyed May 3, 2002, regarding conduct of this study. This
failure to comply with minimal IRB reporting obligations and expectations demonstrates a lack of
respect and understanding for the role this IRB is federally mandated to play in the protection of
humans subjects and compliance with pertinent federal, state, and local regulations and policies.

In order to resume the study at this site, the MN Department of Health must fully address all
outstanding IRB concerns, identify a new local investigator or liaison, and submit a new
application for consideration of approval. If this matter is not resolved within 30 days of the date
of this lefter, this study will be permanently terminated.

While this IRB considers this matter serious, it should be noted that at this time we have no
reason to suspect that any human subjects have been harmed as a result of this non-compliance.

Investigators are reminded in routine correspondence to inform the IRB of any changes in the
study that may potentially affect human subjects. As part of ongoing quality assurance and



improvement efforts, we will be taking a closer look at the educational materials provided to our
investigators in order to ensure that reporting obligations are indeed clearly delineated.

We will inform the Office for Human Research Protections of any additional formal action taken
to resolve this situation. Please advise us if any additional supporting documentation or
information is desired.

Should you have any immediate questions or concermns, please feel free to contact me‘direct]y at
952.993.3015.

Tamara J. O’Black
Institutional Review Board Administrator
Park Nicollet Institute

Cc: Dr. L. Ronald French, MN Department of Health
Dr. Alan Bender, MN Department of Health
Dr. Lee Sanderson, National Institute for Occupational Safety and Health
Robert L. Williams, Centers for Disease Control and Prevention
James V. Toscano, Institutional Official, Park Nicollet Institute



To: 'Ronald French'

From: "O'Black, Tamara J." <oblact@ parknicollet.com>
Subject: RE: CDC Site Visit to MDH

cC: Alan Bender; Mary Manning

Date Sent: Friday, September 6, 2002 2:43 PM

Dr. French:

Attached, please find an electronic version of the letter that went out. All involved
parties should be receiving their respective copes shortly. In addition, I've attached the
letter of final resolution sent to OHRP regarding our report of non-compliance.

Please feel free to contact me at 952.993.3015 should you have any additional
questions or concerns.

Warmest Regards,
Tamara

-----Original Message-----

From: Ronald French [mailto:Ronald.French @ state.mn.us]
Sent: Friday, September 06, 2002 2:18 PM

To: oblact@ parknicollet.com

Cc: Alan Bender; Mary Manning

Subject: CDC Site Visit to MDH

Tamara,

Mary Manning mentioned that you have had a chance to review the report
of the CDC/NIOSH Site Visit to the Minnesota Department of Health (June
18, 19, 2002). It is my understanding that the findings and
recommendations of the Site Visit team have resolved the remaining
concerns of the Park Nicolett IRB.

| understand that a letter will be sent to the MDH confirming the
lifting of the suspension by Park Nicollet. However, | would appreciate
an email confirmation, so that we than get our staff back to work on the

Surveillance of Serious Work-Related Trauma project (#1398-99C) as soon
as possible.

Thank you in advance for you help, and also we appreciate your offering
to help us find a local Park Nicollet liaison if necessary.

Sincerely,

Ron French

Page 1



September 3, 2002

Dr. L. Ronald French

Chronic Disease and Environmental Epidemiology
Minnesota Department of Health

717 Delaware Street SE

Minneapolis, MN 55414

Re: Surveillance of Serious Work Related Trauma (#1398-99-C)
RO1 OH03943-02

Dear Dr. French:

The Institutional Review Board (IRB) for Park Nicollet Institute met on September 3, 2002 and
reviewed correspondence from the Centers for Disease Control and Prevention (CDC), date
stamped August 28, 2002, as forwarded by Mary Manning regarding the above referenced study.

Upon review, the Committee finds that all outstanding concerns regarding the conduct of this
study have been satisfied. The suspension of this study imposed by this IRB is hereby lifted with
following understanding:

You are free to conduct continued data analysis of study information already collected from
-subjects contacted via Park Nicollet. Should you wish to access new/additional information via
Park Nicollet, you will need to identify a local liaison and submit an updated application form.

‘We appreciate your cooperation in resolving this matter and look forward to future collaborative
efforts with the Minnesota Department of Health.

Should have any questions or concerns, or desire assistance in identifying a local liaison, please
feel free to contact me at 952.993.3015.

Warmest Regards,

Tamara J. O’Black
Regulatory Affairs Manager
Park Nicollet Institute

Cc: Dr. Alan Bender, MN Department of Health
Mary Manning, MN Department of Health
Dr. Lee Sanderson, National Institute for Occupational Safety and Health
Robert L. Williams, Centers for Disease Control and Prevention
Michael Carome, Office for Human Research Protections (OHRP)
Jim Toscano, Institutional Official



September 3, 2002

Michael Carome, Director of Compliance Oversight
Office for Human Research Protections (OHRP)
Department of Health and Human Services (DHHS)
The Tower Building

1101 Wootton Parkway — Suite 200

Rockville, MD 20852

Re: RO1 OH003943  Surveillance of Serious Work-Related Trauma
Original Principal Investigator: Dr. David Parker
Newly Confirmed Principal Investigator: Dr. L. Ronald French
Granting Agency: National Institute for Occupational Safety and Health
(NIOSH), Centers for Disease Control and Prevention (CDC)

Dear Mr. Carome:

Pursuant to 45 CFR 46.103(b)(5), we are providing final documentation on the resolution of
previously reported concerns of serious, continuing non-compliance with regard to the above
referenced protocol.

As of this date, all outstanding concerns have been satisfactorily resolved and the suspension of
the study by this IRB has been lifted (please see attached letter).

Internally, we are reassessing the educational materials provided to our investigators in order to
ensure that reporting obligations are indeed clearly delineated.

We appreciate the support of the Office for Human Research Protections in oversight of this
matter. Please advise us if any additional supporting documentation or information is desired.

Should you have any questions or concerns, please feel free to contact me directly at
952.993.3015.

Warmest Regards,

Tamara J. O’Black
Institutional Review Board Administrator
Park Nicollet Institute

Cec: Dr. L. Ronald Frerich, MN Department of Health
Dr. Alan Bender, MN Department of Health
Mary Manning, MN Department of Health
Dr. Lee Sanderson, National Institute for Occupational Safety and Health
Robert L. Williams, Centers for Disease Control and Prevention
James V. Toscano, Institutional Official, Park Nicollet Institute
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