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The NIH Office of Human Subjects Research Protections {OHSRP) led a review of the allegations 
associated with the complaint made by Dr. McDonnell. Specific details, including a summary of 
the evidence and conclusions for each allegation are provided in the report. Additionally, the 
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I. SUMMARY OF THE INFORMATION WITH RESPECT TO WHICH THE 
INVESTIGATION WAS INITIATED 

This report is in response to a November 22, 2013 letter from the U.S. Office of Special Counsel 
(OSC) to the Honorable Kathleen Sebelius, former Secretary of the Department ofHealth and 
Human Services (HHS) (OSC Letter). The OSC Letter refers to a whistleblower disclosure 
regarding allegations of noncompliance with National Institutes of Health (NIH) Standard 

Operating Procedures (SOPs) and failure to follow good clinical practices in the administration 
of the Baltimore Longitudinal Study on Aging (BLSA), which may constitute violations oflaw, 
rule, or regulation, gross mismanagement, and a substantial and specific danger to public health 
and safety. The Office of Special Counsel (OSC) received these allegations from Dr. Nazli 
McDonnell (Complainant), who consented to release of her name in this report. 

The Complainant, a Staff Clinician at the National Institute on Aging (NIA) Clinical Research 

Unit from January 2008 through December 2013\ alleged that NIA research staff violated NIH 
SOPs and failed to follow good clinical practices in the administration of the BLSA. 

The Complainant has made 15 specific allegations involving activities pertaining to the 
implementation and operation ofthe BLSA. For example, as described in the OSC Letter, the 

Complainant alleged that since February 2012: 

1) BLSA participants were not timely informed of abnormal medical test results, including 
the results of electrocardiograms, prostate cancer screening, Dual-energy X-ray 
absorptiometry (DEXA) bone density scans, and full metabolic panels, some of which 

indicated that immediate medical treatment was necessary. 

2) The notifications that patients received were inadequate because they did not include the 
information required by the BLSA Protocol, such as an explanation of the medical test 

results.2 

In response to Complainant's allegations, OSC requested the Secretary to investigate the matter 
and prepare a report of findings. The Secretary delegated authority for the investigation and 
report to Michael M. Gottesman, Deputy Director for Intramural Research, NIH. As described 

further below, Dr. Gottesman formed a review team for this purpose. 

Based on applicable Federal regulations, protocol requirements, and other NIH policies, the NIH 
review team made conclusions regarding each allegation. These conclusions are explained in the 

discussion regarding each allegation. The NIH review team found no apparent violation of law or 
endangerment to public health or safety. However, some of the conclusions concerning specific 

1 The Complainant held other positions of employment with NIA, beginning in 2003. 
2 OSC Letter, page 1. 
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allegations require NIA officials to take corrective action, which will be discussed at the end of 
this report in sections V and VI. Other issues, including possible protocol deviations, will be 
managed by the applicable Institutional Review Board, which will assess the information to 

assure that BLSA practices comply with protocol requirements. Details regarding each allegation 
and NIA's corrective actions are found in sections V and VI of this report. 

II. BACKGROUND 

On March 19,2013, the Complainant met with the NIH Deputy Director ofthe Office of Human 
Subjects Research Protections (OHSRP)3 and described her initial concerns related to 
implementation of the BLSA protocol. The Complainant's concerns were similar, but not 

identical, to the allegations in the OSC Letter: 

On Aprill5, 2013, OHSRP communicated the Complainant's March 2013 concerns to the 
MedStar IRB.4 The IRB leadership recommended that NIA conduct an internal review since 

many of Complainant's concerns focused on quality of medical care, an issue not within the 
scope of the IRB's oversight. 5 Accordingly, NIA engaged an outside contractor to evaluate these 
concerns. In August 2013, the contractor performed a review of protocol compliance and 

evaluated whether there were any participant safety issues in the BLSA study. From that review, 
NIA was able to conclude that no problems were identified that impacted participant safety. 

The OSC Letter included allegations and supporting details that the Complainant did not provide 
to NIH in March and April2013. The Deputy Director of the NIH Office of Human Subjects 
Research Protections met with representatives at OSC to clarify what information was being 

requested to supplement the earlier report that had been submitted by NIH to OSC on February 
4, 2014. OSC requested that additional the evidence to support the conclusions from the original 
report be provided to the OSC by June 23, 2014. On May 7, 2014, NIH requested, and was 
granted, an extension until August 28, 2014 in order to finalize the review process when it was 

determined that various interviews needed to be conducted and additional personnel was needed. 
On June 20, 2014, NIH requested another 4 week extension in order to analyze documentary and 
testimonial evidence as well to review BLSA participants'medical charts. OSC granted the 

extension until September 25, 2014. On August 6, NIH requested a final2 week extension due 

3 OHSRP is an NIH Office that provides regulatory oversight for protection of human research subjects within the 
NIH. 
4 During 2012 and most of2013, the NIA protocols were reviewed by the MedStar IRB, affiliated with Harbor 
Hospital, a MedStar Health Research Institute. Harbor Hospital is the location of the NIA Clinical Unit. 
5 As explained later in this report, during the course of the 2014 investigation, the NIH review team obtained 
additional, detailed information about Complainant's allegations, details that were not available when the 
Complainant contacted the Medstar IRB in 2013. Additionally, the protocol is now being managed by an NIH IRB, 
following NIH policies. That NIH IRB has started to review issues within the scope of its oversight that were 
identified through this recent investigation. 
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to extensive follow-up work that was needed after receiving the report from the independent 

audit. 

Following its discussions with OSC in February and March 2014, NIH formed a review team 
comprised of staff from OHSRP and the Office of Management Assessment (OMA), and 
subsequently reviewed the 16 allegations identified in the OSC letter and other allegations 
identified during interviews with the Complainant and former and present BLSA employees. 

This investigation included an in-depth review of communications involving the return oftest 
results between NIA/BLSA staff and BLSA participants, inclusion/exclusion criteria for the 
protocol, and the quality of medical care provided to BLSA participants. The review focused on 
the period from 2012 to 2013, the period of the actions that formed the basis of the allegations. 

III.INVESTIGATIVE METHODOLOGY 

Conduct of the Investigation and Preparation of this Report 
The NIH review team, comprised of staff from OHSRP and the NIH Office of Management 

Assessment (OMA) obtained information, analyzed that information according to applicable 
criteria, and wrote this report. The NIH review team's members have backgrounds in human 
subjects' protections, law, nursing, and internal controls testing. 

The NIH review team engaged two outside contract firms, one with expertise in auditing 
research records (referred to in this report as the audit group or audit team), and the other with 
expertise in the testing of internal controls and federal project support services. Three members 
of the audit group have medical degrees; all have significant experience auditing research 

protocol records. As needed, the NIH review team consulted with NIH physicians, unaffiliated 
with the NIA/BLSA study, to obtain medical opinions for specific cases identified in the 
Complainant's allegations. The physicians that provided information to the NIH review team 
were all board certified in specialties relevant to the particular allegation. 

From April to August 2014, the NIH review team completed the following activities. 

• Document Collection and Analysis: The NIH review team gathered and reviewed 

documents from NIA/BLSA staff, including the BLSA protocol and informed consent 
documents, NIA/BLSA standard operating procedures and policy documents, study 
participant surveys, and BLSA medical records pertaining to the allegations. Team 

members visited Harbor Hospital in Baltimore, Maryland, the location of the NIA 
Clinical Unit (where the BLSA participants are studied), for the purpose of interviews 
and reviewing documents. 

• Interviews with the Complainant and NIAIBLSA personnel: The NIH review team 

conducted four telephone interviews with the Complainant. The purpose of these 
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interviews was to clarify her allegations and obtain any other relevant information. 
Additionally, the review team interviewed 19 current and/or forrner NIA/BLSA staff and 
contractors in person or by phone. To facilitate these interviews, the NIH review team 

developed a comprehensive interview procedure regarding each allegation. Development 
of the procedure included a review ofNIA/BLSA policies and BLSA protocol 
requirements. The 19 interviewees were selected from names provide by BLSA 
leadership, from the protocol list of personnel and from the Complainant. The NIH 

review team summarized the interviews and verified the accuracy and completeness of 
the summaries with each interviewee. Eighteen interviewees confirmed the accuracy and 
completeness of the information; one did not reply. 

• Internal Controls Auditing: The NIH review team developed audit questions based on 
the allegations, and retained an audit group to answer those questions. The audit group 

drew samples from various populations and executed four audit tests. For each allegation 
tested by the audit group, the NIH review team selected a random sample of the relevant 
populations sufficient to meet a 95 percent confidence interval with a plus or minus 3 
percent precision and a 1 percent expected error rate to achieve statistically significant 

results that they could use to measure, analyze, and draw conclusions. There were 766 
BLSA study participant visits between January 1, 2012, and December 31, 2013. To test 

whether notification of routine clinical tests results occurred and to identify participants 
who may have required urgent medical care, the audit group selected a sample of 40 
charts. To evaluate compliance with protocol eligibility criteria, the audit group obtained 
a list of all 148 participants screened for the study in 2012 and 2013 and selected a 

sample of 32 charts. To review notifications of abnormal test results, auditors reviewed a 
sample of 29 letters from a total of 88 letters that NIA/BLSA staff identified. Audit 
results were analyzed to determine compliance with the applicable criteria. 

• Expert Medical Opinions: The registered nurse on the NIH review team analyzed 
participant charts for each specific case that the Complainant cited in the allegations. The 
nurse then redacted the records and reviewed them with NIH physicians unaffiliated with 

NIA. As needed, the review team nurse followed up with NIA/BLSA personnel for 

additional information. 

IV. SUMMARY OF BACKGROUND INFORMATION (EVIDENCE) 

BLSA Study Overview 
The BLSA is a long-term research study that NIA has administered in Baltimore, Maryland since 
1958. BLSA activities are primarily performed at the NIA Clinical Research Unit located within 
the MedStar Harbor Hospital. The study is designed to collect data to address scientific 
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questions about aging and factors that contribute to healthy aging. This study is subject to HHS 
requirements for the protection of human subjects, as defined in 45 C.F.R. 46.6 

Governance and Oversight 
BLSA activities are governed by the BLSA protocol, which contains the formal description and 
design for the study, and requirements for the conduct of the study. The BLSA protocol is 
reviewed and approved by an IRB, in accordance with 45 C.F.R. 46.7 During the period of the 
review (20 12 to 2013 ), six different IRE-approved versions of the BLSA protocol were 
sequentially in effect 

The IRB is responsible for oversight of allegations involving deviations from protocol 
requirements and other issues covered by the Federal regulations involving the protection of 
human research subjects.8 Several NIA/BLSA internal policies and procedures provide guidance 
on the implementation ofthe study, consistent with the protocol requirements. Informed consent 
is an individual's voluntary agreement, based upon adequate knowledge and understanding, to 
participate in human subjects research. The IRB reviews and approves the BLSA informed 
consent process and consent documents.9 The BLSA Protocol states that "no procedures will 
begin until the informed consent has been properly obtained."10 

Study Population and Enrollment 
The BLSA Protocol recruits healthy volunteers of different ages, referred to as participants, and 
follows them indefinitely, with evaluations and tests conducted over time. Prior to enrollment in 
the study, potential participants are screened against eligibility criteria set forth in the protocol. 
Although participants must be healthy to enroll in the study, they can remain in the study if 
medical conditions develop after they are enrolled. More than 3,000 participants have entered 
the study since its inception. 

BL5'A Procedures 
Participants entering the BLSA are provided with information about the study design, their role 
as participants, the evaluations and tests they will receive, and the potential risks associated with 
these evaluations and tests. The BLSA protocol requires participants to sign the BLSA informed 
consent form at each study visit. The tests and evaluations set forth in the protocol are conducted 
during a three-day study visit at the NIA Clinical Research Unit, located in Harbor Hospital in 
Baltimore, Maryland. 11 A BLSA study visit includes a medical history, a physical examination, 

6 45 C.F.R. 46, http://www.hhs.gov/ohrp/humansubjects/guidance/45cfiA6.html. 
7 Ibid. 
8 MedStar Harbor Hospital (MedStar) served as the IRB for the BLSA from January 1, 2012 to September 30, 2013. 
NIA transitioned this role from MedStar to an NIH IRB for the period of October 1, 20 i 3 to December 31, 2013. 

9 Ibid. 
10 Protocol# 2003-076. Longitudinal Studies of Human Physiology, Biochemistry and Psychology (the Baltimore 

Longitudinal Study of Aging-BLSA v. 11-14-11 approved by the Medstar Health Research Institute !RB on 2-8-
12: page 23. 

11 Home visits and telephone interviews are also performed as part of the BLSA. However, they are not relevant to 
the allegations made and were, therefore, not included in the scope of the NIH review team's work. 
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and a number of tests and questionnaires to collect research data. Follow-up visits are scheduled 
within one to four years according to the requirements of the protocol. (Visits are more frequent 

as a participant ages.) 

Roles and Responsibilities 
The BLSA Principal Investigator (PI) is responsible for assuring that all investigators have the 
appropriate education, training, and experience to perform their delegated roles for the study. 
Associate Investigators (Ais), who may include contractors and non-NIH collaborators, also 
contribute to the BLSA study design and execution. The BLSA Medical Advisory Investigator 
(MAl) (also referred to as the medically responsible investigator, medically responsible 
physician, or BLSA Medical Officer) is responsible for medical decision making if the PI is not 

credentialed to practice medicine at the NIH. 

According to NIA/BLSA staff interviews, Clinical Research Coordinators (CRCs) (also referred 
to as nurse managers) oversee the day-to-day administration of study visits, including 

coordinating participant scheduling, executing informed consents, and monitoring tests 
conducted under the protocol. Nurse Practitioners (NPs) work directly with participants to 
complete the study procedures, including test screening, obtaining medical histories, performing 
physical exams, administering questionnaires, performing test procedures, communicating test 

results, and documenting visits in participant charts. 

During each BLSA study visit, BLSA staff and contractors are responsible for working with 
participants to complete the procedures specified by the BLSA protocol. 

Testing Conducted with BLSA Participants and the Return of Test Results 
Most of the Complainant's allegations involve the return of BLSA test results to participants. 12 

The interviews with BLSA medical personnel indicate that the term "abnormal results," although 

used in the protocol and consent, involves medical decision-making. BLSA staff return only 
those abnormal results which are "clinically significant" for the particular participant. "Clinical 
significance" varies by individual, depending on the age and medical history of the participant. 

Consequently a result may be "abnormal," for one person, but not for another person; and a large 
number of "abnormal results" usually are not "dinically signficiant" results. 

12 In December 2013, the Presidential Commission for the Study of Bioethical Issues issued a report titled, 
Anticipate and Communicate: Ethical Management of incidental and Secondary Findings in the Clinical, Research, 
and Direct-to-Consumer Contexts. This report identifies the significant challenges involving the return of test 
results to research pmiicipants. See the following link to view this Presidential Commission report: 
http://bioethics,ggv/sites/default/files/FINALAnticipateCommunicate PCSBI O.pdf (Please refer to Chapter 5, 
Ethical Management of incidental and Secondary Findings in the Research Context.) The report highlights the fact 
that there is no Federal law or regulation addressing this issue directly. !d. at 81. Instead, ethical issues, based on 
the Belmont Report (1979), must be evaluated by the IRB for appropriate management oftest results in the research 
context See the following link to view the Belmont report: 
http://www.hhs.gov/ohrp/humansubjects/guidance/belmonthtml 
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The PI provided the NIH review team with the following information regarding the return of test 
results conducted in the BLSA protocol. 

All tests done in the BLSA program are performed only for research purposes, in 
that they are used to study the mechanisms and effects of aging in humans but not 
to make diagnoses or to provide medical care. Thus, all tests done in BLSA are 
considered forms of research tests. Some tests done in BLSA may at times provide 

information that could be used by a participant's doctor to make diagnoses or plan 
medical care. Of the tests done in BLSA that may be used by doctors, some are 
routine and are often done in doctor's offices and other usual clinical settings. We 
refer to these types of routine tests as "clinical tests." Some other tests done in 

BLSA that are not routinely done in doctors' offices may, at times, be used 
by doctors to make diagnoses or to plan care. We call these tests "research tests 
with possible clinical significance." Many of the tests done in BLSA cannot be 

used by doctors to make diagnoses or plan care. We call these tests pure "research 

tests." 

Consistent with the above description, the protocol and consent divide BLSA tests into two 
categories: clinical tests and research tests. Appendix I(A) and I(B) of this report contain the 

language from these documents. Test results are managed differently depending on their 
categorization. All clinical tests results are provided to BLSA participants, regardless of whether 
or not those results are normal. Research test results, however, are only returned to participants 
if they are "abnormal," which, according to the PI, means that there is possible clinical 

significance. 

Interviews showed that BLSA nurse practitioners meet with, discuss, and provide copies of 
clinical labs to, the participants prior to the participant's discharge from the NIA clinical unit. 
Any clinically significant abnormalities are discussed and notes written on the participant's lab 

copy so that the participant can provide these copies to their doctors. If any lab results require 
immediate action, the lab values'in question are discussed by the BLSA medical staff and a 

decision made regarding continued visit participation and referral to the participant's primary 
care physician. Furthermore, the participant visit schedule always includes a thirty minute time 
slot for the nurse practitioners to discuss test results with participants. In some cases, additional 

discussion sessions take place at the request of the participant. It is important to note that the 
protocol makes it clear that the NIA/BLSA staff do not make diagnostic or treatment decisions 
for participants. If they find "abnormal" results, their role is to inform the participant to seek 
follow up medical guidance from a primary care physician. 

Role of NWBLSA Staff Regarding Medical Care of BLSA Participants 
Some of the allegations involve the quality of medical care that NIA/BLSA staff provided to 

participants during protocol visits. The protocol and consent documents make it clear that this 
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protocol does not provide medical treatment to the participants. Furthermore, protocol visits are 
only scheduled when participants are in good health or stable condition. However, it is possible 
for NIA/BLSA staff to identify an urgent medical issue during a protocol visit. NIA/BLSA staff 
members explain that their responsibility is to ensure that participants obtain proper medical 
care. Such treatment may require sending the participant to the emergency room or direct 
admission to Harbor Hospital. This report will explain individual cases that required emergency 
medical care during a BLSA visit. An NIH physician or the IRB reviewed each case. 

V. SUMMARY OF EVIDENCE REGARDING THE 16 SPECIFIC ALLEGATIONS 

Categorization 
The Complainant made 15 allegations regarding activities pertaining to the BLSA protocol. 
Some of these allegations were included in the OSC Letter. Additional allegations were raised 
during subsequent communications with the Complainant and are included in this report. One 
additional, related allegation was made by a former BLSA contractor during the interview with 
the NIH review team. Some allegations are very broad while others refer to specific cases. The 
allegations fall into two distinct groups. The first group pertains to matters covered by the BLSA 
research protocol or NIH policy. The allegations in this group involve the following themes: 

• Return of test results to BLSA participants 

• Eligibility requirements for BLSA protocol or procedures 

• NIH requirement for a Medical Advisory Investigator 

The second group of allegations pertains to matters outside of the BLSA protocol. The 
allegations in this group involve the following themes: 

• The quality of medical care provided to BLSA participants if urgent care was needed 

• Activities pertaining to a 2013 protocol audit 

We grouped the allegations in the categories set forth above. Below are the number of 
allegations identified with each theme. We then provide charts which summarize the information 
for each allegation. 

Return of Test Results 
This theme contains eight allegations (1-8) and the report contains a document summarizing 
information pertaining to each of these allegations. Appendix I (A-D) contains the full text of 
the criteria for the return of test results to BLSA participants (language from the relevant 
protocol and consent documents, as well as NIA Nursing Policies 076 and 077.) 

As indicated in the chart below, Allegation 8 is very broad. To address this issue, the NIH 
review team asked an outside audit group to review BLSA medical charts. Appendix II( A) 
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contains a document that summarizes the findings regarding return of results from that audit, as 
well as NIA comments about the audit findings. 

Eligibility Requirements (Inclusion/Exclusion Criteria) 
This theme contains two allegations (9 and 1 0). Allegation 10 was made by a former BLSA 
contractor during an interview with the NIH review team. Appendix I(E) contains the BLSA 
inclusion/exclusion criteria, and Appendix I(F) contains the BLSA checklist for the apheresis 
procedure, a medical procedure performed on some BLSA participants. 

Medical Advisory Investigator 
This theme contains one allegation (11) that pertains to an NIH policy. 

General Allegations about Protocol Deviations 
This theme contains one broad allegation (12) that involves protocol and policy noncompliance 

previously identified. 

Quality of Care 
This theme contains three allegations (13-15) involving two NIA policies (see Appendix I(G) 
and (H)). In addressing the broad allegation regarding quality of care, the NIH review team 

looked at cases other than those four provided by the Complainant. The team engaged an outside 
audit group to review BLSA medical charts to identify participants who may have required 
immediate medical care during BLSA visits. Appendix II(B) summarizes the audit group's 
findings. The NIH review team then obtained those records and asked NIH medical experts not 
affiliated with NIA to review them and provide an opinion about the adequacy of the care. 

Additionally, the team reviewed all adverse events reported to the IRB during 2012 and 2013 to 
determine whether the IRB was satisfied with the management ofthose matters. Appendix II( C) 
summarizes all cases reviewed by the IRBs during that period. 

Activities Pertaining to a 2013 Audit of the BLSA protocol 
This theme contains one allegation (16), which involves NIA preparations for a BLSA audit by 
an outside auditing group. The Complainant made this allegation during the interview process. 

Charts 
The following 16 charts summarize the review of each allegation, including criteria and 
methodology used to test the validity of each allegation, a summary of the findings (evidence), 

and conclusions. 
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ALLEGATION 1: "Baltimore Study participants were not timely informed of abnormal medical test results, including the results of 
electrocardiograms, prostate cancer screening, DEXA bone density scans, and full metabolic panels, some of which indicated that immediate 
medical treatment was necessary." 

CRITERIA METHODOLOGY SUMMARY OF EVIDENCE CONCLUSION 
Appendix I contains (a) BLSA protocol, Auditing: The audit team reviewed Audit Results: Of the 29 letters and Interviews indicate that NIA/BLSA 
(b) consent language regarding return of 29 charts of participants who corresponding participant charts that personnel routinely and promptly 
test results, and ( c and d) NIA Nursing received letters about abnormal the NIH review team analyzed, the communicate test results verbally, 
Policies 076 and 077. results to determine the date of test, range of days elapsed between when particularly results requiring 

the date of results, and to document tests were performed and when immediate action. However, the 
BLSA Protocol: Abnormal tests or how NIA communicated the results. participants received notification of audit findings indicate that 
incidental findings are immediately abnormal results ranged from 1-206 NIA/BLSA personnel frequently do 
provided to participants. Interviews: The NIH review team days with a mean of 54 days and a not document these verbal 

interviewed 19 NIA/BLSA current median of 28 days. The range of communications. Moreover, the 
BLSA Consent: Abnormal results from and former staff and asked days from when test results were documentary evidence from the 
your tests will be communicated to you specifically about NIA policy NP- available to staff and when medical records audit shows that 
for follow up by primary care physician. 077. participants received notification was NIA/BLSA personnel do not 

0-1 02 days, with a mean of 3 5 days provide abnormal results to BLSA 
NIA Nursing Policy 076: During visits, NIA/BLSA Response to Audit: and a median of 24 days. See participants immediately. Rather, 
issues of clinical significance are NIA/BLSA personnel indicated that Appendix II( A): Return of Results- the first documentation of 
communicated in real time. A clinically the timeframes for notifications may, Audit Findings and NIA response. notification to participants is 
significant finding identified after visit in some cases, be attributed to the 

Most charts do not contain frequently a letter dated many 
ends and not discussed at visit is the timeframe in which test results are 

documentation of verbal 
weeks after the visit. 

subject of a call and noted in the chart, made available, as some tests may be 
communications with participants. 

followed by a letter. performed offsite or by contract 
Letters are often the only form of 

resources. In addition, NIA 
NIA Nursing Policy 077: Before visit personnel noted that participants 

documentation in the participant 

end, nurse provides clinical lab results sometimes receive verbal 
chatis 

and any clinically significant abnormal notifications as well as notification Interviews: NIA/BLSA personnel 
test results are discussed. Significant letters. However, there is no stated that the mailing time for 
abnormal test results available after visit, requirement for NIA/BLSA notification letters varied and often 
judged to require medical attention, are personnel to document verbal depended on availability date of the 

1 
communicated by phone and results are notifications in the participant chart. results. They also stated that verbal 
mailed. communications were 

' 
common, particularly for results that 
require immediate attention. 

Source of Allegation- OSC Letter, page 1, bullet 1 11 



ALLEGATION 2: "Dr. McDonnell viewed these problems as both poor medical care and poor clinical research because the BLSA protocol 
states that abnormal results will be immediately provided to the research participants. She states that researchers have an obligation to 
follow the protocol regarding the collection, analysis and sharing of data with research participants." 

THEME OF ALLEGATION: RETURN OF RESULTS (IMMEDIATELY, BEFORE DISCHARGE OR WITHIN FOUR WEEKS) 

CRITERIA METHODOLOGY StiMMARYOFEVIDENCE CONCLUSION 
~' ,,, ' 

Appendix I contains (a) BLSA protocol, Interviews: The NIH review team Interviews: The NIH review Question 1: The NIH review team 
(b) consent language regarding return of interviewed current and former team found that many concluded that NWBLSA staff 
test results, and ( c and d) NIA Nursing NIA/BLSA personnel regarding NIA/BLSA staff members members follow the practice of 
Policies 076 and 077. protocol and policy requirements. discuss results verbally with providing available clinical test results 
BLSA Protocol: Abnormal tests or Specific questions were asked about the BLSA participants. The staff to participants prior to the end of visit, 
incidental findings are immediately language involving return of test results, does not routinely document based on infonnation from interview. 
provided to participants. the protocol, consent, and NIA Nursing these discussions in participant However, this communication is 
BLSA Consent: Abnormal results from Policies 076 and 077. charts, but indicated that they frequently not documented in the charts. 
your tests will be communicated to you quickly communicate test 
for follow up by primary care physician. Audit: The NIH review team developed results that require immediate Question 2: The NIH review team 
NIA Nursing Policy 076: During the following three questions based on action to participants. concluded that all participants received 
visits, issues of clinical significance are BLSA protocol criteria. An audit team copies of their clinical results in a letter 
communicated in real time. A clinically reviewed 40 participant charts for the Audit: Appendix II(A) sent after their visit; however, in 2012-
significant finding identified after visit first two questions and 29 charts for the contains the audit findings 2013, there were often delays in mailing 
ends and not discussed at visit is the third question. relevant to the three questions. of the clinical results. 
subject of a call and noted in the chart, 
followed by a letter. Questions reviewed by the audit team: Question 3: The NIH review team 
NIA Nursing Policy 077: Before visit 

1. Were available clinical test results concluded that NIA/BLSA staff 
end, nurse provides clinical lab results 

provided to participants prior to the members document abnormal results in 
and any clinically significant abnonnal 

end of a BLSA visit? charts primarily through letters. While 
test results are discussed. Significant 

2. Were clinical test results mailed to they do not send the letters 
abnormal test results available after 

BLSA participants; and were they immediately, they have a practice of 
visit, judged to require medical 

mailed within 4 weeks? communicating these results to 
attention, are communicated by phone 

3. Were BLSA participants participants verbally, if urgent action is 
and results are mailed. 

immediately informed about required. These communications are 

abnormal results? frequently not documented in the charts. 
-------

Source of Allegation- OHSRP Interview with Complainant, 4/7/2014, p. 4 [Is this a page reference to a transcript? Or summaty?] 12 



ALLEGATION 3: "The notifications that patients received were inadequate because they did not include the information required by the 
Baltimore Study protocol, such as an explanation of the medical test results." 

THEME OF ALLEGATION: RETURN OF TEST RESULTS (INFORMATION TO PARTICIPANTS REGARDING ABNORMAL 
--·- ---·-, 

CRITERIA METHODOLO.GY. ,SUMMARY:OFEYlDENCE CONCLUSION 
The protocol, consent, and policies Interviews: NIH review team Audit: Ofthe 29letters and The only "information" requirement 
do not require NIA/BLSA interviewed 19 NIA/BLSA current corresponding participant charts, the in the protocol is to inform 
personnel to provide specific and former staff members and asked auditors found that only 2 letters did not participants to follow up with their 
information to participants when specifically about BLSA practices include information specifically directing primary care physicians. 
returning test results, other than and communications involving the BLSA participants to contact their 
advising them to follow up with return of BLSA test results. primary care physician for treatment. The audit findings indicate that 
primary care physicians. However, the first of these two letters almost all letters (27 out of29) to 
Appendix I contains (a) BLSA Audit: The audit team reviewed 29 contained language stating that the participants regarding abnormal 
protocol, (b) consent language letters that communicated findings of participant should have a follow up results instructed them to follow up 
regarding return of test results, and "abnormal results" to participants and ultrasound scan of the upper thigh, and with primary care physicians. Of the 
(c) NIA Nursing Policy 076. corresponding participant charts to the second letter included MRI results two letters that did not contain 

determine whether the notifications of and stated "I hope that this information is specific language regarding follow 
BLSA Protocol: Abnormal tests or abnormal test results also directed of assistance in your further evaluation." up with a primary care physician, 
incidental findings are immediately participants to contact their primary See Appendix II(A) for a complete one letter stated that the participant 
provided to participants and they care physician for treatment related to summary of the audit findings. should have a follow up ultrasound 
are informed to contact their abnormal test results. scan of the thigh, and the second 
primary care physician for Interviews: NIAIBLSA personnel, letter included results to assist with 
treatment. including the BLSA PI and the NIA further evaluation of the abnormal 

Clinical Director and Scientific Director, finding. 
BLSA Consent: Staff will notifY indicate that they flag test results that 
participants and of any abnormal require a need for follow up by a primary Although participant charts do not 
test results and instruct them to seek care physician or other medical routinely contain documentation of 
attention from a primary care professional. NWBLSA personnel telephone communications of 
physician. stated repeatedly that it is not their role clinically significant findings, as 

to diagnose or treat participants after required by NIA Nursing Policy 076, 
NIA Nursing Policy 076: noting abnormal results, unless urgent interviews indicate that BLSA staff 
Clinically significant findings intervention is required. They also stated members routinely have discussions 
obtained after a visit are that they do not routinely document with participants about abnormal 
communicated by phone and verbal communications in participant results that require follow up with by 
documented with a note in the charts. a primary care physician. 
chart. 

-

Source of Allegation- OSC Letter, page 1, bullet 2 13 



ALLEGATION 4: " ... Dr. McDonnell explained that according to study records, test results were not mailed to participants for 
approximately 4-6 months after they were available to clinicians administering the study." 

THEME OF ALLEGATION: RETURN OF TEST RESULTS (TIMING OF NOTIFICATION OF CLINICAL AND ABNORMAL TEST 
RESULT~ 

CRITERIA 
Appendix I contains the full text 
of (A) the BLSA protocol and 
(D) NIA Nursing Policy 077. 

BLSA Protocol: Staff members 
explain the results of clinical 
tests to participants and mail 
copies of the tests to them shortly 
after their visit, with comments, 
if required. 

NIA Nursing Policy 077: Staff 
members send participants a 
complete packet that includes 
copies of results from blood tests, 
urine tests, oral glucose tolerance 
tests (OGTTs), 
electrocardiograms (ECGs ), bone 
density tests (DEXAs), and 
treadmill tests when all results 
and interpretations are available. 

;MEffiODOLOGY = 
Interviews: The NIH review team 
interviewed 19 current and former 
NIA/BLSA employees, and asked 
questions about management and 
mailing of clinical test results. The 
NIH review team asked NIA/BLSA 
leaders about target goals for mailing 
test results. 

Audit: The audit team reviewed 40 
charts specific to the 6 clinical tests 
(i.e., laboratory blood tests, urine tests, 
ECGs, OGTTs, treadmill tests, and 
bone density scans) identified in the 
BLSA protocol that are routinely sent 
to all participants. The audit team 
evaluated whether staff sent the test 
results to participants and how often 
staff mailed results within 4 weeks 
from the date of the test. 

In a separate test, the audit team 
evaluated the number of days that it 
took for staff to send participants the 
abnormal test results from l) the time 
the test was performed, and 2) the 
time the results were available to staff. 

Source of Allegation - OSC Letter, page 2, paragraph 5 

I .. ·· ·. . s:tn\1:1y1Aitr~,OF EVIl>.E:8CE . 
The NIH review team's interviews indicate that 
NIA/BLSA staff inconsistently mailed clinical 
test results to participants between 2012 and 
2013. 
The audit team found letters in all 40 charts 
containing results for all 6 clinically significant 
tests indicating that staff notified all participants. 
The audit team found that staff sent letters 
containing notifications of specific test results 
within 4 weeks 
4-27% of the time. The mean/median duration 
between test performance and result mailing was 
54/28 days (range 1-206 days), and the interval 
between result availability and mailing was 35/24 
days (range 0-102 days). 

NIAIBLSA Response: NWBLSA leadership 
expressed a goal to send test results within four 
weeks after a visit but explained that they 
sometimes do not receive the results within that 
period. Some tests are hatched and only run after 
collecting a minimum number of 
samples. Some of these letters may have been 
sent to participants who had requested particular 
research results long after their study visit. 

Appendix II(A) contains detailed audit findings 
regarding the timeframe for mailing clinical 
results. 

14 

= CONCLUSION 
BLSA participants received 
copies of their clinical test 
results, but the time of mailing 
varied and was often longer 
than 4 weeks. The BLSA 
protocol states that staff will 
mail results "shortly" after the 
visit. BLSA leadership 
indicated that their goal is to 
mail results within 4 weeks. 



ALLEGATION 5: "[W]hen test results were mailed to study participants, the mailings did not include any of the information required by 
the Baltimore Study protocol, such as explanatory notes, comments, and language regarding any abnormalities or indicating participants 
should consult their primary care physicians .... " 

THEME OF ALLEGATION: RETURN OF TEST RESULTS (INFORMATION TO PARTICIPANTS REGARDING ABNORMAL 

.CRITERIA 
Appendix I contains (A) BLSA 
protocol and (B) consent language 
regarding return of test results. 

BLSA Protocol: Abnormal tests or 
incidental findings are immediately 
provided to participants and they are 
informed to contact their primary 
care physician for treatment. 

BLSA Consent: Staff members 
notifY participants of any abnormal 
test results and instruct them to seek 
attention from a primary care 
physician. 

RESULTS) 
~j:H(J])()£()G:V- · .. l•. , ' SUl\1:MAitY:c:g:Ji10':EYIIlE:NCE 

Audit: The audit team reviewed 29 Of the 29letters and corresponding 
letters to participants that NIA/BLSA participant charts reviewed, only 2 
staff identified as returning abnormal letters did not include information 
results. The auditors evaluated specifically directing participants to 
whether the letter instructed the contact their primary care physician 
participant to follow up with a primary for treatment. The first of these two 
care physician. letters contained language stating that 

Interviews: The NIH review team 
asked 19 past and present NIAIBLSA 
personnel about how they managed 
communications about abnormal test 
results. 

the participant should have a follow 
up ultrasound scan of the upper thigh, 
and the second letter included MRI 
results and stated "I hope that this 
information is of assistance in your 
further evaluation." See Appendix II 
section (A) for the complete 
summary of findings and information 
provided in Allegation 3 above. 

Many interviews showed that 
NIAIBLSA personnel verbally 
communicated the need for follow up 
by a priml:ll]'_~are physician. 

Source of Allegation - OSC Letter, page 2, paragraph 6 15 

.. CO~CLUSION 
The protocol does not contain specific 
requirements for the content of letters 
containing information about test 
results, other than referring BLSA 
participants to their primary care 
physicians. This language is 
consistent with other protocol 
language, which states that BLSA 
staff members do not provide medical 
treatment. In almost all cases, the 
audit team found documentation 
indicating that participants received 
instructions to follow up with their 
primary care physicians. 



ALLEGATION 6: "The participants do not receive clinical summaries prepared by the nurse practitioner. This summary is used for data 
research coding purposes only. Findings such as 'myocardial ischemia' are coded for data analysis purposes, but not communicatedto the 
participants in a timely or appropriate manner." 

THEME OF ALLEGATION: RETURN OF RESULTS (IS A CLINICAL SUMMARY NEEDED?) 
CRITERIA ·I METHODOLOGY I SUMMARY OF EVIDENCE I CONCLUSION 

Appendix I contains (A) BLSA protocol, (B) 
consent language regarding return of test results, 
and (C and D) NIA Nursing Policies 076 and 
077. 

BLSA Protocol: Abnormal tests or incidental 
findings are immediately provided to 
participants. 

BLSA Consent: Abnormal results from your 
tests will be communicated to you for follow up 
by primary care physician. 

NIA Nursing Policy 076: During visits, issues 
of clinical significance are communicated in real 
time. A clinically significant finding identified 
after visit ends and not discussed at visit is the 
subject of a call and noted in the chart, followed 
by a letter. 

NIA Nursing Policy 077: Before visit end, nurse 
provides clinical lab results and any clinically 
significant abnormal test results are discussed. 
Significant abnonnal test results available after 
visit, judged to require medical attention, are 
communicated ~hone and results are mailed. 

The NIH review team did not I Not applicable because we did not 
obtain information about this find criteria for this allegation. 
allegation because there are no 
applicable criteria. Instead, the 
review team audited the return of 
results requirements, as 
described in Allegations l-5 and 
7-8. 

Source of Allegation - OSC Letter, page 3, footnote 2 16 

Not applicable because we did 
not find criteria for this 
allegation. 



ALLEGATION 7: " ... the study participant came to the facility on July 18, 2012 ... the stress treadmill showed myocardial ischemia and the 
test results were sent without commentary or explanation two months after on September 21, 2012. The DEXA bone density results letter 
was sent on January 8, 2013, a delay of six months." 

THEME OF ALLEGATION: RETURN OF TEST RESULTS (CARDIOVASCULAR AND DEXA TEST RESULTS FOR ONE 
PARTICIPANT) 

crut:EIUA 
-

Appendix I contains complete 
criteria pertaining to the return 
of results, as described in the (A) 
protocol, (B) consent language, 
and (D) NIA Nursing Policy 
077. 

BLSA Protocol: Staff members 
immediately provide abnormal 
tests results or incidental 
findings to participants. 

BLSA Consent: Staff members 
communicate abnormal test 
results to participants for follow
up by primary care physician. 

NIA Nursing Policy 077: Staff 
members send participants a 
complete packet that includes 
copies of results from blood 
tests, urine tests, oral glucose 
tolerance tests (OGTTs), 
electrocardiogram (ECG), bone 
density scan (DEXA), and 
treadmill tests when all results 
and interpretations are available. 

.. J .~THODO:tOGY···. 
The Nlli review team 
obtained medical records 
for the participant 
identified in the allegation. 
An Nlli cardiologist (not 
affiliated with NIA) 
reviewed the participant's 
records and provided an 
expert medical opinion for 
the cardiac issue. 

The Nlli review team did 
not seek a medical opinion 
for the bone density issue 
because the medical 
records indicated that the 
results were unchanged 
since NWBLSA staff 
notified the participant of 
her condition 
approximately 10 years 
earlier. 

Source of Allegation - OSC Letter, page 2, paragraph 6 

.. stJM:MA&v'oi:EvfuENCE 
'>!;, .. ,• 0 '<,, '. ' . ·" ·- .·•', .•• '.. .; ••• """ . - ' 

Medical Record Review: A 78-year-old female subject was 
followed by her cardiologist since 2000 after having an 
asym.ptomatic positive exercise treadmill test (ETT) at BLSA. 
After the test, a local cardiologist ordered a stress nuclear scan 
that was" ... completely within normal limits." BLSA ETTs in 
2002 and 2004 were again positive but without chest pain. 
Repeat nuclear stress tests by her local cardiologist were again 
normal in 2006 and 2008. In 2009, the participant underwent 
an aortic valve replacement, and her 2010 BLSA ETT again 
demonstrated asymptomatic ECG findings consistent with 
myocardial ischemia. A repeat nuclear scan by her local 
cardiologist in 2012 found " ... no definite evidence of infarct 
or ischemia in this study." The chart was also reviewed for the 
bone density issue. The interpretation of the DEXAs had not 
altered since August 2002, when NWBLSA staff first 
measured the participant's bone density. The participant's 
bone density, while below average for her age, had been stable 
(i.e., no age or disease-related changes to the density of her 
bones) over the past 10 years. 

Nm Cardiologist's Expert Opinion: "The participant had 
been followed by her local cardiologist since 2000 with 
repeated nuclear scans demonstrating no evidence of ischemia 
confirming that the ECG changes on BLSA ETTs were false 
positive findings. The participant, having had positive ECG 
changes on ETT since 2000, had received very close follow-up 
from her local cardiologist over the prior 12 year period at the 
time of the 2012 BLSA ETT and she did not need commentary 
on the results as this had been a repeated finding determined to 
be false positive test on multiple occasions." 
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CONCLUSION 
The participant's cardiologist 
was closely following her 
cardiac issues, so there was 
no immediate need for NIA 
to provide additional 
information to the participant 
in 2012. 

Although the letter notifYing 
the participant of the DEXA 
results was significantly later 
that the visit date, the 
participant had been aware of 
her bone density issues since 
2002, and medical records 
indicated that this condition 
had been stable for 10 years. 



ALLEGATION 8: "Dr. Luigi Ferrucci, the Baltimore Study Medical Investigator, has stated in staff meetings of the Baltimore Study 
personnel that no follow up of abnormal test results is necessary." 
THEME OF ALLEGATION: RETURN OF TEST RESULTS (STATEMENT REGARDING FOLLOW UP OF ABNORMAL RESULTS) 

CRITERIA I METHODOLOGY . I .SUMMARY OF EV:WENCE I . · CONCLUSION 
Appendix I contains (A) BLSA 
protocol, (B) consent language 
regarding return of test results, and (C 
and D) NIA Nursing Policies 076 and 
077. 

BLSA Protocol: Abnormal tests or 
incidental findings are immediately 
provided to participants. 

BLSA Consent: Abnormal results from 
your tests will be communicated to you 
for follow up by primary care 
physician. 

NIA Nursing Policy 076: During 
visits, issues of clinical significance are 
communicated in real time. A 
clinically significant finding identified 
after visit ends and not discussed at 
visit is the subject of a call and noted in 
the chart, followed by a letter. 

NIA Nursing Policy 077: Before visit 
end, nurse provides clinical lab results 
and any clinically significant abnormal 
test results are discussed. Significant 
abnormal test results available after 
visit, judged to require medical 
attention, are communicated by phone 
and results are mailed. 

Interviews: The NIH review team 
questioned 19 current and former 
NIA/BLSA personnel about the 
management and return of test results, 
and asked whether they had issues or 
concerns related to the allegations. 
The NIH review team asked specific 
questions about the requirement for 
returning abnormal test results, as 
required by the BLSA protocol and 
the NIA policy. The NIH review team 
also asked specific questions about 
issues discussed during weekly BLSA 
staff meetings in 2012 and 2013. 

Production of Documents: The NIH 
review team requested that NIA 
produce copies of abnormal test result 
letters sent to participants during 2012 
and 2013. 

Source of Allegation - OSC Letter, page 4, partial paragraph 1 

NIA provided consistent information 
about compliance with BLSA 
requirements for the return of 
abnormal results, particularly about 
verbal communication of results. 
However, many personnel stated that 
during 2012 and 2013, there were 
problems related to when NIA 
mailed test results to participants. 
Personnel also expressed concern 
that the study's definition of 
"abnormal" was insufficient and 
unclear. For example, abnormal test 
results for a young person may not 
be abnormal for an elderly person. 

Personnel did not confirm that 
Dr. Ferrucci made the statement 
noted in the allegation, even when 
asked about problems and concerns. 

NIA produced 88 letters to BLSA 
participants during 2012 and 2013, 
informing them of abnormal results. 

NIA did not keep minutes of weekly 
BLSA staff meetings. 

18 

The NIH review team found no 
evidence that Dr. Ferrucci made 
statements that NIA/BLSA personnel 
should not follow up with 
participants on abnormal test results. 



ALLEGATION 9: "There have been patients whose cardiac. test results indicated they should not undergo the apheresis procedure who 
nevertheless were enrolled and underwent the procedure because the individual's test results from the Baltimore Study were not included in 
the medical chart." 

THEME OF ALLEGATION: PROTOCOL ELIGIBILITY INCLUSION/EXCLUSION CRITERIA (BLSA APHERESIS PROCEDURE 
SCREENING) 

CRITERIA METHODOLOGY ' SUMMARY OF.EVIDENCE CONCLUSION 
The BLSA protocol has The NIH review team Medical Chart Review: NIA/BLSA staff saw an 83-year-old male subject for The NIH review team 
specific asked the Complainant his initial study visit in November 20 11. On the medical questionnaire and initial determined that in 
inclusion/exclusion if she had a specific history and physical, he denied all symptoms of cardiovascular disease (e.g., chest 2011, at the time of 
criteria for a procedure example of this pain, SOB [shortness ofbreath], dyspnea [SOB] on exertion, orthopnea [difficulty the apheresis test 
called apheresis. problem, and she breathing while lying down], extra fluid as in the legs or lungs), and his exam was during a BLSA visit, 
Appendix l(F)contains identified the negative, except for a grade two holosystolic [heart] murmur in the right upper evidence did not exist 
the full text of the participant discussed sternal border. On 11114/2011, staff evaluated the subject for possible apheresis that the participant had 
inclusion/exclusion in this allegation. (withdrawal of blood from a donor's body, removal of one or more blood a cardiac problem; 
criteria involving cardiac components, and transfusion of remaining blood back to the donor). The nurse therefore, the 
matters. The NIH review team practitioner (NP) completed the apheresis checklist, which indicated that the participant met 
29. Is without a history analyzed the subject had no history or exam findings of cardiovascular disease or congestive eligibility criteria at 

of severe cardiac participant's medical heart failure. On 11115/2011, staff performed apheresis and the progress note the time of the 2011 
arrhythmia? chart and provided the indicated, "Apheresis procedure completed without difficulty." On 11116/2011, an apheresis procedure. 

30. Per current history or records to an NIH echocardiogram demonstrated abnormalities: moderately reduced [left The pmiicipant's 
physical exam there cardiologist, who is ventricular] systolic function, borderline concentric L VH [left ventricular cardiac findings 
is no indication of not affiliated with hypertrophy], moderate aortic stenosis, basal lateral and inferior akinesis." At the emerged later during 
active CAD NIA, for an expert 2012 BLSA visit, the NP noted, "On the initial visit, he was told that he had an the 2011 visit, when 
[coronary artery opinion. abnormality on his ECG and neede~ to see his physician. He did, and his the participant 
disease]? physician sent him to a cardiologist, who told him he had 'a silent MI in the underwent an 

31. Is without a history past'." Apheresis was not repeated. echocardiogram. 
of myocardial Expert Opinion: "With regard to the allegation, the echocardiogram was After obtaining this 
infarction, episodes 

performed the day after the apheresis. The participant had no history of or cardiac information 
of angina or stroke 

symptoms to suggest cardiovascular disease and had no known contraindication during a BLSA visit in 
in the last 6 months? 

to apheresis. Soft systolic murmurs along the upper sternal border of the chest 2011, the participant 
32. Is without current did not have the 

history or physical 
and ECG abnormalities reported for this subject are common in older individuals, 

apheresis procedure in and in the absence of symptoms or other physical findings generally do not 
exam indicating 

warrant further evaluation. After the echo findings, the participant saw his 2012. The NIH 
active congestive 

personal physician for follow-up of the echo findings. The echo results were not review team found no 
heart failure (NYHA 

in the chart at the time the decision was made to perform apheresis because the violation of the BLSA 
stage III or IV)? 

initial echo had not yet been performed." protocol. 

Source of Allegation- OSC Letter, page 3, paragraph 4 19 



ALLEGj-,. __ j_ON 10: "The interviewee felt that many participants are ~ .. eared (considered eligible) who should not be cleared (i.e. hiey do not 
meet protocol eligibility criteria)." 
THEME OF ALLEGATION: PROTOCOL ELIGIBILITY INCLUSION/EXCLUSION CRITERIA (BLSA ELIGIBILITY SCREENING) 

_.CRITERIA 
Appendix I(E) 
contains the full 
BLSA protocol 
eligibility 
criteria. 

I I . , . _ _ I 

, SlJMMARY(lltEVIDENCE . MEtHODOLOGY 
Audit: The NIH review team 
requested that NIA provide a list of 
all BLSA screening visits during 
the review period. NIA provided a 
list of 14 7 BLSA screening visits 
during 2012 and 2013, which 
served as the total population for 
determining the test sample. The 
review team defined a random 
sample of 32 screening visits and 
requested the corresponding 
participant charts. For each 
participant, the audit team 
evaluated whether the potential 
participant met the screening 
criteria prior to enrollment. 
NIA Response: The NIH review 
team obtained feedback from NIA 
after the audit report was 
completed. As a result, some 
corrections were made. 
Interviews: The NIH review team 
asked 19 current and former 
employees if they knew 
participants who did not meet 
eligibility criteria. Several 
employees identified cases that 
they disagreed with, but were 
subject to the judgment of the PI. 
Staff stated that they discussed 
these issues at weekly BLSA staff 
meetings. 

Audit: Of the 32 charts reviewed, the audit team found the following. 
• 3 subjects were correctly excluded 
• 0 met eligibility criteria requiring a statement that subject was "in good health" 
• 5 did not meet weight criteria; they self-reported weight instead of being weighed 

prior to visit 1 
• 7 charts did not have evidence of negative HN, hepatitis Band C, and syphilis 

testing done at screening (prior to visit 1) 
• 1 did not meet criteria for "no history of severe hormonal dysfunction (requiring 

supplementation or chronic drug treatment)" 
• 1 did not have documentation of "no history of active cancer (except locally 

limited basal cell cancer)" 
• 6 did not have "no history of metabolic disease." 
NIA Response: "In good health" is not specifically an inclusion/exclusion 
criterion. It is a perception intended to convey that a participant enrolling in the 
BLSA has fulfilled the eligibility requirements, and thus, is considered to be in 
good health. 
• Potential subjects who had their screening visits performed at home had 

confirmation of actual weight (vs. weight they reported) at visit I. All subjects 
met the weight criteria. 

• Subjects who had their screening performed at home had tests for HN, hepatitis 
B and C, and syphilis performed at visit 1; this was unknown to the auditors at 
the time of the chart review. 

• 0 subjects enrolled had a positive test for HN, hepatitis Band C, or syphilis. 
• 1 subject enrolled was taking chronic thyroid replacement hormone despite the 

criterion that subjects with "severe hormonal dysfunctions (requiring 
supplementation or chronic drug treatment)" be excluded. NIA responded that 
chronic hypothyroidism requiring supplementation is not considered a severe 
hormonal dysfunction. 

• 0 had "active" cancer; 1 subject had a lobectomy for Stage llung cancer in 1999 
and was enrolled in 2012. The subject had a 13-year history of being cancer-free. 

• 0 had metabolic diseases. NIA did not exclude individuals with 
hypercholesterolemia as they did not consider it a metabolic disease. 

Source of Allegation- OHSRP Interview Summary w/Former BLSA Contractor, 5114/2014, p.2 20 

CONCLUSION 
The IRB has 
approved PI 
amendments to 
the protocol to 
clarify eligibility 
criteria issues 
identified during 
the audit. This 
issue is 
discussed further 
in Section VI, 
"Action taken or 
Planned as a 
Result of the 
Investigation." 



ALLEGATION 11: "Dr. McDonnell stated that when Dr. Metter retired as the medically responsible investigator, no one was assigned ... his 
duties." 

THEME OF ALLEGATION: NIH REQUIREMENT FOR A MEDICALLY RESPONSIBLE INVESTIGATOR 
CRITERiA 

An NIH intramural SOP, effective 
during 2012-2013, states that ifthe 
PI is not a licensed MD, the protocol 
must include a medical advisory 
investigator, who has the lead role 
for making medical decisions, if 
needed. 

i;METH()i1Q£QG;X ~· ~··. S:iJMMARY.()J!EVIDENCE 
Interviews: The NIH review team asked Interviews: NWBLSA personnel 
current and former NIA/BLSA employees indicated that while there was no 
whether BLSA had a medical advisory medically responsible investigator 
investigator or a medically responsible formally appointed to the protocol 
investigator in 2012-2013. The team also during the period from March 2012 to 
asked questions about the adequacy of January 2013, protocol physicians 
medical expertise on the protocol during that were continually present to make 
period, even if the IRB had not formally medical decisions. In addition to the 
appointed such a person. availability of physicians listed on the 

protocol, there was a physician on-
Review of IRB Records: The NIH review I call for emergency medical matters. 
team requested IRB records to show the dates 
of formal appointment for the protocol's 
medically responsible investigator. 

PI Credentialing: The NIH review team 
requested information from NIA regarding 
the date on which Dr. Ferrucci received his 
credentials to practice medicine at NIH. 

Review ofiRB Records: IRB 
records showed that NIA did not have 
a Medical Advisory Investigator 
fonnally designated for the BLSA 
protocol between March 2012, when 
Dr. Metter retired, and January 2013, 
when the IRB approved the next 
Medical Advisory Investigator. 

Credentialing of the BLSA PI: Dr. 
Ferrucci, the BLSA PI for most of 
2012 -2013, is an international expert 
on aging, licensed in the State of 
Maryland, and credentialed at NIH on 
4/4/2013. 

Source of Allegation- OHSRP Summary of Interview w/Complainant, 4/22/2014, p. 21 

CONCLUSION. 
NIA did not comply with NIH 
policy for appointing a 
medically responsible 
investigator during the period 
from March 2012 to January 
2013. However, NIA/BLSA 
personnel indicated that 
protocol physicians were 
readily available on the NIA 
Clinical Unit to make medical 
decisions, as needed. 
Additionally, there was a 
physician on-call for emergency 
medical issues involving BLSA 
participants. Under that system, 
a specific MD provided medical 
coverage for the entire week. 
Interview evidence showed that 
a BLSA physician was always 
present on the NIA Clinical 
Unit or an on-call physician was 
available, as needed, after 
business hours, for any medical 
issues involving BLSA 
participants. 



ALLEGATION 12: "NIA research staff violated NIH standard operating procedures (SOPs) and failed to follow good clinical practices in 
the administration of the 'Longitudinal Studies of Human Physiology, Biochemistry, and Psychology' (the Baltimore Longitudinal Study on 
Aging [Baltimore Study])." 

THEME OF ALLEGATION: GENERAL PROTOCOL DEVIATIONS 
' 

CRITERIA METHODOLOGY, SlJM:MARY OF EVIDENCE CONCLUSION 

The term "good clinical practices" Identification of Protocol Deviations: Identification of Protocol The NIH review team informed the PI 
has multiple meanings, but the The NIH review team identified Deviations: The NIH review team that she is required to report the 
Complainant explained that she whether NIAIBLSA staff deviated identified the following areas of protocol deviations to the IRB and 
views this term as the researcher's from the requirements of this protocol. possible deviations from protocol request protocol amendments to 
adherence to protocol requirements requirements and NIH policy. reflect the con·ect BLSA practices 
and ethical principles that apply to Interviews: The NIH review team 1) Timeliness of the communication that may have changed over time. 
research involving human subjects. questioned current and former of test result to participants 

NIA/BLSA employees about possible 2) Participant eligibility criteria for The IRB will assess whether 
45 C.F .R. 46, which is based on the protocol deviations, based on the enrollment deviations have occurred, the 
ethical principles of the Belmont allegations. 3) Presence of an IRB-approved seriousness of any deviations, and the 
Report, provides the regulatory Medical Advisory Investigator during IRB will determine whether 
requirements for the protection of Audits: The NIH review team 2012 and 2013 when the PI was not deviations constitute noncompliance. 
BLSA participants. designed audits to evaluate whether credentialed to practice medicine at If the IRB finds noncompliance it will 

NIA/BLSA personnel complied with NIH determine whether it is serious and/or 
45 C.P.R. 46 requires researchers to BLSA protocol requirements. continuing, and if any corrective 
comply with IRB-approved protocol However, the review team found no action is needed. 
requirements. These requirements evidence that participants were 
include participant eligibility, visit harmed as a result of these deviations. 
and test schedules, and protocol 
information involving the retum of 
test results. 

Source of Allegation - OSC Letter, page 1, paragraph 2 22 



ALLEGATION 13: "Dr. McDonnell contends that roughly 80% of the 1,350 study participants had some type of abnormal test result, and 
in some instances the results indicated that study participants required immediate medical attention." 

-------- -- ----- -------- - ""-- ------ -- --~~ ~ ---~-- --------·--------

CRITERIA METHODOLOGY SUMMARY OF EVIDENCE .. CONCLUSION 
Appendix I contains the full The audit team reviewed 40 participant Audit findings: Please refer to the NIA took appropriate medical 
text of (G) AP-004 and (H) AP- charts and identified 4 events that following two sections of Appendix II action in response to incidents 
005, which are policies for appeared to require immediate medical that summarize evidence and medical involving BLSA participants that 
managing issues that require attention. All four events emerged during opinions pertaining to this broad may have required immediate 
immediate medical attention. the audit process, and the NIH team nurse allegation: medical attention. 

reviewed the four charts. After obtaining 
AP-004 addresses the process copies of redacted chart documents, the Appendix II (B) summarizes events that The identification of 4 out of 40 
for direct admission of a BLSA NIH team nurse met with NIH physicians the auditors identified. During the review medical charts in which participants 
participant to Harbor Hospital not affiliated with NIA, who provided of 40 charts, the audit team only identified may have needed medical attention 
for urgent medical care. medical opinions regarding the 4 cases in which participants may have is 10%. 

appropriateness of medical attention that needed immediate medical attention. 
AP-005 discusses equipment NIA provided. Appendix II(B) Appendix II(C) summarizes events 

BLSA staff return only those 
and procedures on the NIA summarizes this information. 

identified during a review of adverse 
abnormal results which are 

Clinical Unit for emergency events that occurred between 2012 and 
"clinically significant" for the 

treatment, if needed. The NIH team nurse reviewed all adverse 2013 and were reported to the IRB. 
particular participant. That group of 

events that were reported to the IRB test results is much smaller than the 
between 2012 and 2013 and determined Additionally, this report contains two total group of "all abnormal" 
that the IRB approved action taken by specific cases, provided by the results. "Clinical significance" 
NIA/BLSA medical staff(see Appendix Complainant, involving the quality of varies by individual, depending on 
II(C)). Some ofthese cases involve issues care, and that evidence is summarized as the age and medical history of the 
that emerged during the audit process. part of those specific allegations. participant. Consequently a result 

may be "abnormal," for one person, 
The NIH review team reviewed charts of Interviews: The term "abnormal" is not but not for another person; and a 
all individual cases cited by the synonymous with "clinically actionable" large number of "abnormal results" 
Complainant and obtained NIH medical for a specific participant. Age and usually are not "clinically 
opinions about each case (see Appendix medical history of the participant must be signficiant" results. 
II). Some cases involved medical issues assessed to determine what results are 
that emerged during the audit process. returned as "clinically actionable." 

Source of Allegation - OSC Letter, page 2, paragraph 4 23 



ALLEGATION 14: " ... [Dr. McDonnell] reported that in Case 1, the study participant was at the NIA Clinical Unit on July 18, 2012, and 
underwent a number of tests .... the stress treadmill test was suspicious for myocardial ischemia, reduced blood flow to the heart ... this 
indicates the need to immediately refer the patient for coronary angiography to rule out/treat coronary artery disease." 

THEME OF ALLEGATION: QUALITY OF CARE (NEED FOR INTERVENTION AFTER ETT?) 
I CRITERIA I NIETHODOLOGY" I SUMMARYOF,EVIDENCE I CONCLUSION 

Appendix I contains the full 
text of (G) AP-004 and (H) 
AP-005, which are policies for 
managing issues that require 
immediate medical attention. 

AP-004 addresses the process 
for direct admission of a BLSA 
participant to Harbor Hospital 
for urgent medical care. 

AP-005 discusses equipment 
and procedures on the NIA 
Clinical Unit for emergency 
treatment, if needed. 

There are no criteria for 
specific cases regarding quality 
of care allegations because this 
issue depends on the 
circumstances ofthe 
allegations and the standards in 
the medical community. 

The NIH review team analyzed 
the participant's medical records 
and obtained an expert medical 
opinion regarding quality of care 
from an NIH cardiologist who 
does not work for NIA. 

Source of Allegation- OSC Letter, page 3, full paragraph 2 

Medical Record Review: The Complainant 
cited test results for the Exercise Treadmill Test 
(ETT) performed during the participant's prior 
visit on 6/17/2010. The medical chart indicated 
that staff sent a letter to the participant with 
results of the prior ETT on 8/30/2010. The 
participant had previously had positive treadmill 
tests without symptoms since 1998. On 
7/18/2012, the participant again underwent 
treadmill testing, which concluded, "Exercise 
EKG: There were no ischemic EKG changes 
during exercise. Impressions: Submaximal stress 
test, Negative for ischemia." Staff mailed the 
treadmill test results to the participant on 
9/21/2012. The 2010 and 2012letters both 
instructed the participant to " ... follow up with a 
doctor for a complete checkup. The doctor can 
help you understand any abnormal findings and 
discuss ways to manage them." 
Expert Medical Opinion: "The participant, 
who was 79 years old at the time of her 2012 
ETT, had had positive treadmill tests without 
symptoms since 1998 and was not in need of 
immediate referral for coronary angiography to 
rule out/treat coronary artery disease. She had 
previously been informed of earlier test results 
and had been encouraged to share this 
information with her personal physician." 
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Based on the expert medical opinion 
of the NIH cardiologist, NIA managed 
the issue appropriately. 

The NIH review team noted that the 
participant had received earlier 
notification from NIA pertaining to 
this matter. 



ALLEGATION 15: During the work week that ended July 27,2012, complainant discharged an "elderly BLSA participant with a urinary 
tract infection and multiple abnormal tests results ... who needed immediate treatment from a private physician, but this issue involved 
significant conflict with staff... including Dr. Ferrucci." 

--~-~·-- -- ------------ .. """------- -- ----- ----·---·--- ----·----~-~ 

CRITERIA METHODOLOGY " SUMMARYOF EVIDENCE CONCLUSION 
See Appendix I( G) Medical Record Medical Record Review: Although the participant was asymptomatic, his The NIH review team 
and (H). Review: The NIH urinalysis noted an elevated white blood cell count, elevated leukocyte esterase [LE, concluded that there was 

review team reviewed a marker for genital tract inflammation], and presence of Enterococcus and a difference of medical 
AP-004 addresses the medical chart for Streptococcus alpha-hemolytic bacteria. The UA was repeated with similar opinion between the 
the process for the participant findings. The Complainant, who was the on-call physician at the time, discharged Complainant and the PI. 
direct admission of identified in the the participant before the end of the visit so that he could see his primary care The expert medical 
aBLSA allegation. physician for evaluation ofthe asymptomatic bacteriuria. opinion indicates that the 
participant to 

Expert Medical 
Expert Medical Opinion: The NIH physician noted the following. matter was non-urgent. 

Harbor Hospital Opinion: The NIH • Urinalysis that reveals bacteriuria, pyuria, and red cells as well as a positive LE . Interviews with staff 
for urgent medical 

review team obtained • Asymptomatic bacteriuria is not an indication by itself for treatment even if indicate that the topic was 
care. 

expert opinion about pyuria is present. The presence of two bacteria suggests the possibility of a discussed at a weekly 

the urgency of this contaminant rather than true bacteriuria. staff meeting, where the 
AP-005 discusses 

matter from an NIH • While the positive red cells and LE and bacteria seen merit follow up, there is no Complainant and the PI 
equipment and physician who is board indication and no urgency to intervene at the time these results were obtained. expressed differing 
procedures on the 

certified in infectious • A repeat UA would have been prudent but was not urgent. views. Staff stated that 
NIA Clinical Unit 

diseases (and not the PI made it clear that 
for emergency Interviews: Each Friday, the BLSA PI, investigators, and staff meet to discuss the the Complainant had a 
treatment, if 

affiliated with NIA). week's study visit participants. At the 7/27/2012 meeting, the PI indicated that, right to express her 
needed. Interviews: The NIH although the Complainant was within her purview to discharge the participant if she opinion regarding the 

review team asked felt that it was in his best interest, the literature does not support treatment of participant's discharge, 
There are no NWBLSA personnel asymptomatic bacteriuria.* but would not have made 
specific criteria for if they were aware of a NIA/BLSA Response: This case was the topic of a BLSA team meeting on that decision himself. He 
this allegation. conflict between Dr. 7/27/2012 during which the PI and the Complainant expressed differing medical provided journal articles 
Appropriate Ferrucci and the opinions. The PI noted journal articles to support his decision to discharge the to support his opinion. 
medical decision- Complainant. The team participant.* 
making would be also asked BLSA 
determined by leadership if there was *Nicolle LE, Bradley S, Colgan R, et al. Infectious Diseases Society of America 

standard of care in a conflict about this guidelines for the diagnosis and treatment of as~mptomatic bacteriuria in adults. 

the medical matter at a BLSA staff Clin Irifect Dis. 2005 Mar I; 40(5):643-54. 

community. meeting on 7/27/2012. * AGS Choosing Wisely Workgroup. 
American Geriatrics Society identifies five things 
that healthcare providers and patients should guestion. JAm Geriatr Soc. 2013 
Apr;61(4):622-31 

Source of Allegation -Complainant Interview, 3/22/2014 25 



ALLEGATION 16: "A number of employees complained about charts being doctored prior to them being provided to the auditors." 
THEME OF ALLEGATION: CHANGING INFORMATION IN CHARTS 

CRITERIA 
The NIH review team did not 
identify criteria for this allegation. If 
the team had found evidence to 
support the allegation, they would 
have sought guidance from the HHS 
Office of General Counsel. 

METitODOL09Y 
Interviews: The NIH review team 
asked 19 cuqent and former 
NIAIBLSA employees whether they 
know of anyone who made improper 
changes to medical charts in 
preparation for the 2013 contract audit 
of the BLSA protocol. 

Review of2013 Audit Report: The 
NIH review team read the 20 13 audit 
report to determine whether the 
auditors noted concerns about 
employees making changes to the 
charts. 

. SUMNiA:RY'OFEVIDENC:Ei .. I' 
Interviews: Interviews indicate that 
NWBLSA personnel spent significant 
time reviewing charts identified for the 
audit. However the NIH review team 
found no evidence that personnel 
changed the information in the charts. 
Some employees indicated that certain 
existing documents may have been 
missing and there was an effort to 
organize the charts properly. While 
employees noted that rumors circulated 
about the audit preparation, the review 
team found no evidence to support the 
allegation. 

NIA Response to Review of2013 
Audit Report: According to the 2013 
audit report, "There are instances of 
paper data corrections by white wipe, 
black markers or obscuring the 
underlying data." NIA explained that 
they used this type of deletion on 
teleforms because the proper correction 
technique (single line through the error 
and addition of the correct information 
with initials of the person making the 
change and the date of the change) 
could not be recognized when the 
teleforms are scanned for data entry. 

Source of Allegation- OHSRP Summary of Interview w/Complainant, 4/22/2014, p.l 26 

CONC~USION 

There is no evidence to support 
this allegation. NIA adequately 
explained the white wipe deletions 
identified by the audit group in 
2013. The interviews did not 
provide evidence that employees 
made changes to medical charts in 
preparation for a 2013 contract 
audit. 



VI. ACTION TAKEN OR PLANNED AS A RESULT OF THE INVESTIGATION 

Changes in Agency Rules, Regulations, or Practices 

A. The following corrective action began in 2013 and continues through the present. 

1) In 2013, NIA held many training sessions pertaining to regulations and policies that 

protect human subjects in research. Significant work was done during 2013 as 

preparation for a site visit in January 2014 from an outside organization that provides 
accreditation to institutions that conduct human subjects research. Full accreditation 
by the Association for the Accreditation of Human Research Protection Programs 

(AAHRPP) was achieved by the NIH in March 2014. 
2) The BLSA was transitioned from a MedStar IRB to an NIH IRB in the 

summer/autumn of 2013. This transfer required meeting NIH IRB standards instead 
ofMedStar requirements. Significant changes were made to the protocol and those 

changes will continue in response to the information contained in this report. 
3) Participants Packets are now mailed 3-4 weeks after the participants' visit. The 

Packet contains the final results of the Harbor Hospital clinical blood and urine lab 

tests, ECG and report, exercise treadmill report (if completed), and the DEXA report 
(if completed). Other test results may be included if deemed by the medical staff to 

potentially have relevance to the participant and their primary care doctor. 
4) The NIA Clinical Director has instructed BLSA research staff to increase the level of 

documentation regarding the discussion and reporting of results. The preliminary lab 
discussions with the participants now include a stamp on the progress notes that is 

signed by the NP and the participant to indicate that the lab results were discussed 
and provided. Furthermore, the staff has been instructed to utilize the Participant 
Admission System (PAS) tracking system, an electronic NIA database, for reporting 
correspondence with the participant, and template letters have been developed that 

help to more efficiently allow the reporting and mailing of the results to the 
participants. Discussion among the BLSA medical staff has continued regarding 
value of tests and, in some instances, forms are being created in different testing areas 
to indicate a test level of reporting significance. 

5) Staffing changes have occurred in the medical records department. The new medical 
records staff member is making significant improvements. Medical records policies 
and procedures will be written and internal audits conducted to ensure compliance. 

6) The BLSA is currently developing an electronic data system that integrates research 

and clinical data. Since the amount of data is very large and comes from multiple 
sources, this work is a long term project. Appendix III sets forth the progress to date 
and plans for the future. 
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7) BLSA staff received training on the appropriate method for making corrections on 
paper documents. Staff will now use a line strikeout and initial corrections (as 
originally stated in December 2013). Note that this method cannot be used for 
teleforms because it would interfere with the electronic scanning of those documents. 

B. The NIH review team discussed their findings and conclusions with NIA leadership on 
July 23, 2014, who decided to take the following additional corrective actions. 

1) Participant medical chart policy. In July 2014, NIA developed, finalized, and 
implemented a policy that aligns with the unique work of the NIA Intramural 
Research Program(IRP), focusing on older adults, entitled Medical Records Policy-
002, Procedures for Notification, Packets, and Letters for BLSA Participants
Clinical Unit Visits (Implementation date: 7/14/2014 and date of revision: 
8/28/2014)). NIA studies are focused on aging and age-related conditions that are not 
disease-specific, in self-referred older adults. 

2) BLSA visit summary form. In August 2014, NIA created a draft electronic BLSA 
visit summary form that standardizes the format for inclusion of key findings, tests 
completed and not completed (with reasons for non-completion), and key actions, 
including any problems that required management during the visit and any follow-up 
actions planned. The draft form will be tested for two months and NIA will then 
refine the format and implement it within the context of a weekly summary review of 
all participants seen during that week. The summary will be placed in the participant 
chart. 

3) Policy on return of test results. In August 2014, NIA developed, finalized and 
implemented a policy for classification and return of test results for all NIA 
intramural human studies. This policy is entitled, Administrative Policy-025-
Classification and Return ofTest Results on NIA Clinical Research Unit 
(Implementation date: 8/28/2014). SinceBLSA does not treat participants for 
specific diseases, none of the tests are done for clinical reasons. The tests are all 
performed for research purposes, although some of them may occasionally show 
findings that suggest the need for follow up by a primary care physician. NIA's 
current plan is to clearly classify tests as "routine" or "research." BLSA tests 
classified as routine include clinical labs, such as blood cell count, electrolytes, 
kidney function, liver function, and ECG. These findings will be provided to the 
participant by the end of their visit and a note in the participant chart will document 
that the findings were provided to participants and discussed. All other BLSA tests 
are for research purposes only. NIA plans to classify these research test results into 
three groups. 

i. Immediate Alert. These are research findings that require medical action 
within hours to days. The policy will state that these findings must be 
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communicated to the participant and their preferred medical provider within 
hours to days, depending on the clinical appropriateness judgment of BLSA 
physicians. If the participant is still on the unit, BLSA health professionals 
will examine the participant, discuss the finding with the participant and 
possibly their provider, and make a plan for care that might include transfer to 
a clinical facility or other arrangements, as agreed. In this case, the care plan 
will be recorded in the progress notes of the participant chart. If the result is 
received after the participant leaves the unit, communication will be by 
telephone to the participant and their physician and sent by FedEx within 24 
hours. 

n. Clinically Sign~ficant. These are results that may have clinical impact, but are 
not judged by BLSA physicians to require immediate medical attention. If 
detected during the visit, the findings will be reviewed with the participant in 
person and a copy of the finding provided to the participant. The participant's 
chart will contain a progress note confirming that this occurred. If findings 
are received after the participant leaves the unit, the findings will be mailed to 
the participant with a cover letter providing a brief explanation and 
recommendation to bring the issue to the attention of the participant's medical 
provider. The letter will be mailed within 30 days of receipt of results. 

111. Courtesy. These arc research results that are received after the participant 
leaves the unit that will be provided to the participant as a courtesy due to 
participant interest. Examples include bone density (DEXA) and possibly 
Vitamin D levels. These test results will be mailed to the participant, but no 
specific timeline will be required since the results have no urgent clinical 
relevance. 

All NIA intramural investigators will operationally define their plan to return results 
to participants based on that policy. NIA's plans for monitoring and communicating 
test results do not require individual signatures on routine and comiesy results, as 
those results are not of urgent clinical significance and are provided as formatted 
letters with attachments. Similarly, NIA will continue to use identification numbers 
rather than hand written signatures to track the identity of individuals who perform 
tests. NIA's rationale is that electronic tracking and data entry using teleforms will 
replace written signatures in the future. Furthermore, the case of teleforms, 
handwritten materials interfere with the scanning of the form. 

4) Changes in language for the BLSA protocol and consent to reflect practices. 
NIA/BLSA staff are clarifying language in the protocol and consent form related to 
return of results and will continue with this work until language is consistent with 
cunent practices. After finalizing the NIA policy on return of results, NIA/BLSA 
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submitted additional protocol amendments to the IRB seeking further modification of 
language in the protocol and consent. 

The BLSA protocol was changed during 20) 3 to delete the term "in good health" 
because of the vagueness of this term. The protocol now uses only objective criteria 
for assessing this issue. On August 4, 2014, the IRB approved proposed amendments 
to the protocol, which had been previously submitted for review. Approved protocol 
amendments include the following clarifications (Revised language is reflected by 
underline below): 

i. Clarification of inclusion requirements to delete metabolic dysfunction as 
the individual eriteria are already listed and clarify verbiage for exclusion 
regarding severe hormonal dysfunction to now say subjects must "not 

have severe hormonal dysfunction (Labora(g.!JJ_values out o( range despite 

supplementation {lnd/or drug treatment). " 

Clarification regarding which results are discussed at discharge: "Results 

of clinical tests are explained to the participant and copies of their 
gvailahle labs are provided at discharge." 

111. Clarification regarding routine return of results to participants via mail to 
indicate that results of OGTT' s will not be included. Additional/changed 

language is as follows with new language underlined. "If medically 
indicated, but not of an urgent nature, copies of the echocardiogram 

report, CT scan report, MRI report and/or other results that the research 

medical staff want to communicate to the participant may also be 

enclosed. New clinicallv significant results or incidental findings are 

reported to the participant (and their PCP if authorized) either in person, 

(and PCP as authorized) via [ax, mail or Fedex. 

IV. Addition to the section regarding potential benefits of study participation 
the following language: "New clinically significant results or incidental 

findings are reported to the participant (and their PCP if authorize4l 

either in verson, by phone, or bv a letter. The results are then provided to 

the participant (and PCP [primary care physician J as authorized) via [ax, 

mail or Fedex." 

On August 4, 2014, the IRB approved the following proposed amendments to the consent 
form: 

1. Clarification in the section that addresses "Willi be given resultsfi·om this 

study?" updated language is underlined in the following "In addition, as 

applicable, you will receive copies ofyour clinical tests such as the blood 

tests and EKG. The DEXA and treadmill results will also be provided if 
completed. However, these tests do not replace tests prescribed by your 
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primary care physician. A copy of these tests may be provided to your 
doctor but only after you have provided written release to us. I (the 
medical staffdetermines that results from your test{s) are new findings 

and clinically significant, you will be notified to seek attention from your 
primary care physician. " 

11. Under the section which addresses "Who can participate in this Study?" 
the consent will delete metabolic dysfunction as the individual criteria are 

already listed and clarify verbiage for inclusion regarding severe hormonal 
dysfunction as noted above in the amendments to the protocol. 

111. Clarification of testing requirements for HIV, Hepatitis Band C, and 
Syphilis which will occur "at your Screening Visit. We may test you (or 

these conditions at a Routine Visit i(you are scheduled (or cvtapheresis or 
your last Routine Visit was prior to 2003. " 

5) Quality Assurance/Quality Improvement (QA/QI) plans. In the past, MedStar led 

QA/QI monitoring, as part ofMedstar IRB and contractual oversight services to the 
NIA Clinical Unit in Baltimore. NIA transitioned to NIH IRBs for review and 
oversight of their protocols during the winter of2013,13 and NIA is now developing 
its own QA/QI plans. NIA envisions several components to these plans. 

1. NIA will first develop a list of key indicators of excellent practice such as 
participant safety, communication with participants and providers, 
documentation in participant charts and other core functions. 

11. NIA will then define indicators of compliance and adherence, how they 

will be sampled and measured, and how frequently they will be assessed. 
Some indicators may be monitored continuously through ongoing chart 
reviews and checklists. Some may be summarized and reviewed by the QI 
team composed of BLSA leadership on a periodic basis. 

111. NIA plans to have an independent review by an outside agency on an 
annual basis. The scope of that annual review will be determined each 
year. NIA has drafted a QA/QI policy which is in process of going 
through internal review/discussion. NIA plans to have final draft by Oct 

15, 2014. At that point, NIA will conduct a 3-month pilot of the policy 
and evaluate results. Any further changes to policy will be made 
following the pilot, and final policy adopted. The policy will be reviewed 

13 In 2013 the NIH Office of Human Subjects Research Protections requested a transfer of all NIA protocols from 
the Medstar IRB to NIH IRBs to ensure that NIA protocols (as well as other NIH protocols) all have oversight by 
NIH IRBs. This harmonization was part of a broad NIH effort to ensure consistent application ofNIH policies and 
practices, and was an important part of NIH work to obtain AAHRPP Accreditation of its Human Research 
Protection Program, which was granted in March 2014. 
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and updated at least mmually based on potential new indicators or the need 

to refine old indicators. 

6) Report deviations to the IRB as needed for final conclusions. Deviations related 

to this review involve the timing of mailing clinical results and the application of 

protocol inclusion/exclusion criteria. NIA has and will continue to work closely with 

the NIH IRB in identifying whether any of the report findings constitute a reportable 

protocol deviation. While none of these issues appear to have impacted the safety of 

participants, the IRB must make final determinations about whether deviations are 
"serious" or "not serious." 

VII. CONCLUSION 

The NIH review team conducted a comprehensive evaluation of all of the allegations made by 

the Complainant, as explained in the report. The team did not find any apparent violation of law 

or endangerment to public health or safety. However, some ofthe conclusions, concerning 

specific allegations, require NIA officials to take corrective action. The corrective action, 

including IRB reporting, will adequately address matters that are the subject of the allegations. 

Michael Gottesman, M.D., the Deputy Director for Intramural Research and the Institutional 

Official for Human Subjects Research at the NIH, will monitor the corrective action work, obtain 

annual progress reports from NIA on the improvements proposed in this report, and assure that 

they are implemented in a timely fashion. 
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All_ lENDIX I(A). BLSA PROTOCOL LANGUAGE 

APPENDIX I. CRITERIA 
A. BLSA Protocol Language 

f---- Language 

j Resu 
the tests are mailed to them shortly after their visit, with comments if 
required. Results of most research tests, including cognitive and 
neurological tests, are not given to the participant because their clinical 
value in the context of an epidemiological study is still undefined. 
Some tests results are provided to participants, but research orientated 
nature ofthese tests and their limitations for diagnostic use are clearly 
stated. 

I
I Most results of .. these studies contain new, unverified information of 

unclear significance and, therefore, they will not be given to the 
participates or their doctor. 
Subjects are not informed of the results of studies on their genes or 
genetic make-up. 
If any abnormally is detected in the clinical cardiovascular or 
respiratory tests, they are communicated to the participants and if the 
participants authorize, to their primary care phvsicians. 

IRB Approval Dates 
5/19/2011 

same 

2/8/2012 

I 
I same same 

6Jzs;zou 1 Io;tv2ot2 

I 
I 

1128/2013 6/30/2013 

same same same 

I i 
I 
I 

I 

I 

I 
same I 

I 

I 

same 

I 
same I 

I 
I 

same I same I sam~ same 
I 

I I 
same same same I same 

I same same r same same 

I 

I 

same 

I 
same same same 

I I I -~-- --~ ---- i 

oomo I '"'"e I '""" I '"me ' '"m' I """ I 

ne I 'amo I '"m' I seme I '"me I '"me ; 

same same same 

33 



Aj_ ~E,NDlX I(B). BLSA PROTOCOL CONSENT Lhl~GUAGE 

B. BLSA Protocol Consent Language 
I Language 2/22/2011 2/8/2012 6/28/2012 10/11/2012 I 1/28/2013 I 6/30/2013 ---, 
I If any new information is leamed, at same same same 
1 any time during the research, which 

might affect your pmticipation in the 
study, we will tell you. 
No original text 

same 

We will do a urine 
pregnancy test on the first 
morning of the visit and 
you will be notified of the 

I; results so that tests that 
may be hazardous during 

I preg11ancy can be avoided. 

same 

\Ve will do a urine 
pregnancy test on the first 
morning of the visit and 
you will be notified of the 
results so that tests that 

1 
may be hazardous during 

l pregnancy can be avoided. 

same 

We will do a urine 
pregnancy test on the first 
morning of the visit and 

1 you will be notified of the 

I results so that tests that 
may be hazardous during 
pregnancy can be avoided. 

Most results of these studies contain same same same same ~1· same 1 same 1 

new, unverified information of 1 ' 

unclear significance and , therefore, I 
will not be given to you or your _j 
doctor. 

sample and the research provides I ' 
information important to your health, I 1[· I 
we will try to contact you. i 
We will do tests that study the heart, same same I same same same same I 
blood vessels, and respiratory I 
system. These tests may show you I 
have an abnormality or disease of the 
heart and vessels or respiratory I 
system. If any significant clinical 
abnormally is detected in the i 

cardiovascular and respiratory tests, I 
it will be communicated to you and, J 

if you authorize, to your primary care I 
~~k~ j 

(Vision) We will discuss with your same same same same 1 same same I 
any a?norn1ality or disease detected I I J 

by th 1s test. , 

34 



A_._ ~END IX I(B). BLSA PROTOCOL CONSENT LAl iiGUAGE 

Language 2/22/2011 2/8/2012 6/28/2012 10/11/2012 1/28/2013 6/30/2013 
The clinical significance has not been same same same same same Language change: All 
established; therefore you will not BLSA participants are 
receive results of these tests. If we given some tests to assess 
observe significant memory memory, problem solving, 
problems or symptoms of depression different types ofleaming, 
during these assessments; we will and information processing 
notify you and your physician that skills. These tests take 
further clinical evaluation may be about I 0 minutes. You 
warranted. may be scheduled for an 

additional 90 minutes of 
testing depending on your 
age and other 
characteristics. You will 
be asked to provide the 
name and contact 
information of a family 
member or close friend 
who can provide 
information regarding your 
daily activities. You may 
also be contacted by phone 
between regularly 
scheduled visits to update 
us on your cognitive 
functioning. 

If the PSA is abnormal it will be same same same same No PSA testing language No PSA testing language 
recommended that you consult your 
primary care doctor and he may 
suggest further testing, such as a 
prostate biopsy. 
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A~ r'ENDIX I(B). BLSA PROTOCOL CONSENT LA_,_ ;GUAGE 

c-----,-~---··=g_ua_.,ge 2/22/2011 2/8/2012 
Genetic information about you will 
not be revealed to others, including 
relatives, without your written 
permission. Similarly, you will not 
receive information about other 
family members. NIA researchers do 
not plan to provide you with the 
results of any laboratory 
investigations involving the use of 
your samoles for genetic testing. 
You will receive copies of your 
clinical tests such as the blood tests, 

same same 

same same 

6/28/2012 10/11/2012 
same : same 

same same 

1128/2013 
same 

same 

EKG, DEXA and treadmill. A copy Plus text: The study doctor Plus text: The study doctor 
of these tests may be provided to may recommend that a test may recommend that a test 
yow- doctor but only after you have be repeated if in their be repeated if in their 
provided written release to us. If we opinion the test result is opinion the test result is 
find any abnormal results from your inconclusive. Because, inconclusive. Because. 
tests, you will be notified to seek this is a research study this is a research study 
attention from your primary care only, we cannot provide only, we cannot provide 
physician since this is a research more in depth testing for more in depth testing for 
study only and we cannot provide diagnostic purposes nor diagnostic purposes nor 
treatment to you. Some results from prescribe treatment for prescribe tTeatment for 
the research-orientated tests will be you. you. 
provided to you but you need to be 

G:- -6/3o;ioi3 
same 

! 

j 
I same I 

I Plus text: The study doctor I 
may recommend that a test 

I be repeated if in their 
I opinion the test result is 
J inconclusive. Because, 
1 this is a research study 
I we cannot provide 

I more in depth testing for 

1 diagnostic purposes nor 
I prescribe treatment for 

you. 

aware that the results of these tests I 
have limited diagnosis value. You 1 

doctor should decide whether based I 
on the results of these tests you need 1 

fmiher medical testing. i I 
Participants will be informed about same I same same same same same i 

I new information from this or other I 
studies that may affect their health, 

I welfare, or willingness to stay in this 'I I 
study. 

We will tell you about new same I same same j same [ same same I 
information that may affect your 

1 
I 

health, welfare, or willingness to be I I 
1 

in this study. ! I 
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APPENDIX I(C). NURSING POLICY 076 

C. Nursing Policy 076 

><>nnn;m"m ofHealth :mrl Hun1a'1 Services 
Na~:Ymt institutes. of Health 

Numb&r: NP-076 
lmc;tlen,en·tati(:m Date: 04101/2010 

National !ns.titutetm 

Reviewed without Revision: 031151'2013 
Re\iiewec:t with Revision: 

PttRPOSE: 
This document de:.cribes the dinic Oow for 

SCOPE OF PRACTICE: 

• This SOP to t!:¥.: N!N!RP LCilC!inica! im·cst!¥-!Etlors. C!mlcal 
Research Cooroir"'tor!;. Nurse Practitioners. Research Nurses, 

"' 00'% is 

PROCEOI.RE and RESPONSBH.ITY: 

The Pis, Ciinica.l Research Coordinators and Nur;;e Practitioners are rcstpot1Siihlc 
the;;e arc follov."e.d. 

• sheet~. arc t'.%1cc for the 7:00 1Lm. and 

rouoos Rounds arc forthc dinic sta!T Nurse Proctit&iJncrs. arx! 

that 

Pharmacist 7:00am rm.mds arc attended the Clinical Director (tmlcs.sout-of·t<n'>n). aoo 

3:00pm Rounds are attended the HLSA Medical Ofiiccr. d;;,ctm 1.m-call ditlere:m from 

BLSA medical and on o~.::casl<.1n other n1edical stall. Pis. andlm 
-w.rtc•r~<l fellows. 

is ·on call' at a!l times for :my emergent clinical issues a-; as there is a 
in-house. While treadmills are a doctor is on si~. 

• Based on the by nurses and technicians in tbas.c tv.'ice rotmds.. i:l.s.uc:; 

and/or that may the health of 
are discuss.cd and followed up in rca! time. Issues arc oommuni.cated to 

and further is if needed 
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APPENDIX I(C). NURSING POLICY 076 

Oinktll Rmt~tllr ;mille NU Cfniatl Re~ii!lll'dl llnit 
l'agt:lorl 

• Ever)' Friday morning at 9:00a.m. there is a mandatory BLSA meeting. The BLSA Pis. NPs 
and physicians who performed H & P. CRCs. testers (gait. echo. PWV. treadmill. strength. 
cotmition]. mrrsing staff. post-doctoral fellows all participate to the meeting. BtSA 
participants e'·aluated during the current week are again discussed in great detail by aU smff 
involved in B!..SA tesnng. This includes discussion of pertinent history and physical findings. 
tab wJues, eardinvasculat findings. imaging findinl!S. cotmitive findinl!S. and any reie\'ant 
badth-rclated infom1ation. If a clinically sitmifkant finding is felt to require follow-up 
be<:ause it may impact the health of the participanL and has not been earlier taken care of 
during the week. the NPsadllheparticipant to inform them of the disru!t!ion, and writes a 
note in the chart. The phone call is then followed up with a ~tter. to include discs and 
reports. as rJeCeS,sary. 

• At the Friday BLS A meeting. Kno\\TI medical history and infonnatioo on the participants that 
are scheduled for the following \~ are discus!led by ail B!..SA stall Matters of com:em 
that may irnpact the schedule oftesting for the coming week are resol~ and appropriate 
measures to presave health and safety of participants a:re ilnplemented. in particular 
oonce:mingpossihle risk.<> of falls. 

• R&p«t rnuii:S in~ pmto:x:i ~ifk: p~s I'!Oifl$ aoo!Or on appllcable reporttOI'I'flS. 

COMMIJNIICA TIOHIEDUCA llOtt: 

C~~~ Nurse Ma r, MH 

··'" 

Jos-ephine . MD 
Cllnical Dlr tor. NIA NIH 

-'Jll~ 
Luigi Fe~ru:::J, Mt. PhD 
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APPENDIX I(D). NURSING POLICY 077 

D. Nursing Policy 077 

Department of Health and Human Service'!> 
National Institutes of Health 

Clinical Research Snmcb/lntmmuml Research Program/ 
Nationallnstiture on Aging(CRBIJRPINIA) 

~~N_U_R_~_N_G_PO_L_I_CY ______________ ~, (Q) 
Policy ntte: 

Planning. Scheduling and Completion of BLSA PartiCipant Study Visit 

Potier Number: NP.077 
lmplem8t1blition Date: 0410112010 
Date Reviewed without ReVision: 0311512013 
Dat&Reviewedwith Revision: 

PURPOSE: 
• 1ltis daet~ment desc:rihes the planning. scheduling. and completion of BLSA participantS· 

visit. 

SCOPE OF PRACTICE: 
• This SOP applies to the NIAIIRP Lei/Clinical Unit: PrincipallnveJ!tigator (PI}. BLSA 

Medical OOia:r. Clinical Research C~inators (CRC}. NI.I'Sie Pntetitioom (NP), 
Pharmacist. Resealtb Nurscs and Certified Numing Assislants (CNA ·s). and the Clinical 
Nurse Manager {CNM). 

COIIIPUANCE: 

· • 100% complian<:r is required. 

RESPONSIBII.JTY; 

• The Clinical Director and the CNM are responsible for ensuring that these procedures are 
followed .. Any alteration must also be discussed with the PI of the study. 

POLICY & PROCEDURE$: 

• Scheduling staff identifies and schedules BLSA participants duef or their upcoming 
BLSA visit. 

• NPs review the participant's records from J¥'evious visits and contact participants lOr pre
visit telephone screet. Any contraindication to testing procedure(s) or study visit is 
discussed during the Friday BLSA meeting prior to their actual~~tudy visit. (see Policy 
NP..Q16} 

• BLSA Clinical Researeh Coordinator reviews the scheduling and inclusion/exclusion 
criteria for aU testing procedures on the Friday before all visits. 
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APPENDIX I(D). NURSING POLICY 077 

BLS4 Plll'lkiplllltSIIIIIJ' Hur 
f' ace ll:tfl 

• Durinl,l the: participant's study visit. the stan:ltesters always review aU relevant 
information and inclusion and exclusion criteria in real-time bei'Ore each restill!i 
prottdure. AU testing procedures are done per protocol only in participants who arc 
di!;!ible, have no exclusion criteria. have consented to perform the specific test and arc 
j.ud{!ed to be safe. 

• Be lore discharge from the unit. al! BLSA panieipants have an interview with the NP who 
evaluated them durin!! which all available clinical laboratory resuhs and any clinically 
significant abnormal test results arc discussed. A .C(lny of all available results is pmvidi!d 
tgthe VJI'I icireu"t" as they leave. 

• For si{!nificmt abnormal test results that become a\'aiiahle after the participant has been 
dischl!lf{!td and arejud~ to require medical attention {for example, (.'T rl!fX>Tts, 

tesmsterone lelit'Js, or results that are disc:l.IS!led during the BLSA Friday morning 
meeting). the pattiripant is emtax:icd by phone and a copy of the test results is mailed to 

the participant and also to hislher primary provider if authori7.t:'d to do so by the 
participant 

• A complete pacltet that includes copies of results trom blood tests, urine tests, oral 
~ucose tolerance test (00TT). electmeardio{!ram (EKG), DEXA and treadmill exercise 
test is soot to participant when all results and interpretations are available. 

• Report msulls m tile pro!lrloool specific progress notes afldfor on applicable report forms 

COMMUNICA110NIEDUCA110N: 

APPROVED: 

Joseplme E9<1n. MD 
Clinical ~. NIA NIH 

'--\\L~fi 
\ 
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APPENDIX I (E). PROTOCOL INCLUSION/EXCLUSION CRITERIA 

E. Protocol Inclusion/Exclusion Criteria 

Test 1 -Protocol Eligibility Screening 
Test Questions 

1 Review Date: 

2 Reviewer Name: 

3 Supervisory Reviewer Name: 

4 Sample Number: 

5 Screening Visit Start Date (dd/mm/yyyy): 

6 Screening Visit End Date (dd/mm/yyyy): 
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APPENDIX I (E). PROTOCOL INCLUSION/EXCLUSION CRITERIA 

7 Review Results for Protocol Inclusion Criteria 
Subjects are enrolled into the study population ifthey: 

l 1 . Evidence of I 
2. Sourc.e of I l 

j 
Screening Activity? l Evidence ! l 

I l 

1 i 

Yes No (e.g., test result 
documentation, 
nurse's note) 

A. Are at least 20 
0 0 

years old 

B. Are in good 
0 0 

health 

C. Weigh< 300lbs 
0 0 

and/or have a BMI 

D. Have no 
established genetic 0 0 

diseases 

E. Report no 
difficulties or need 

for help in 
performing self-care 0 0 

or instrumental 
activities of daily 

Jiving 

F. Are able to walk 
independently for at 

I least 400 meters 0 0 
without using 

I assistive devices 

G. Have no 
shortness of breath 
while performing 

normal activities of 0 0 
daily living, such as 
walking or climbing 

stairs 

H. Have no 
substantial cognitive 

impairment based 0 0 
on mental status 
screening tests 

I 
i 

i 
i 
j 

i 

I 
I 
I 

I. Have no history : 

of cardiovascular 
disease (including 
angina, myocardial 

infarction, 
0 0 

congestive heart 
failure, cerebro-
vascular diseases 
but not controlled 

hypertension) 

42 

3 .. Result tlf Screening ~ctivity? 
; 

I 4. 
Reviewer 
€1omment 

Met Umnet I N/A Enter 
supporting 

details: 

0 0 0 

0 0 0 

0 0 0 

0 0 0 
1 

I 

0 0 0 

I 

0 0 0 

I 
0 0 0 

0 i 0 0 

0 0 0 



APPENDIX I (~). PROTOCOL INCLUSION/EXCLUSION CRITERIA 

1. Evidence of 2. Source of 3. Result of Screening Activity? 4. 
Screening Activity? Evidence Reviewer 

· , Comment 

Yes No (e.g., test result Met Unmet N/A Enter 
documentation, supporting 
nurse's note) details: 

J. Have no history 
of diabetes 

(requiring any 
0 0 0 0 0 medical treatment 

other than diet and 
exercise) 

K. Have no history 
of active cancer 

(except for locally 0 0 0 0 0 
limited basal cell 

cancer) 

L. Have no history 
0 0 0 0 0 of metabolic disease 

M. Have no history 
of severe hormonal 

dysfunctions 
(requiring 0 0 0 0 0 

supplementation or 
chronic drug 
treatment) 

N. Have no history 
of neurological 0 0 0 0 0 

diseases 

0. Have no history 
ofbirth defects 

(other than minor 
anatomical 

0 0 0 0 0 abnormalities which 
do not affect 

physical and/or 
cognitive function) 

P. Have no history 
of established 0 0 0 0 0 

genetic diseases 

Q. Have no history 
of kidney or liver 

disease (associated 0 0 0 0 0 
with reduced kidney 

or liver function) 

R. Have no history 
of severe 

0 0 0 0 0 gastrointestinal 
(G.I.) diseases 

S. Have no history 
0 0 0 0 0 of muscle-skeletal 

------
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APPENDIX I (E). PROTOCOL INCLUSION/EXCLUSION CRITERIA 

: I. Evidence of 2. Source of 3. Result of Screening Activitv? 4. 
I ~ < 

: Screening Activity? Evidence RevieV\er 
1 

' Comment 

Yes No ( e,g., test result Met Unmet N/A Enter 
documentation, supporting 
nurse's note) details: 

conditions due to 
diseases or traumas 

(ifthey cause 
pathological 

weakness and/or 
chronic pain or so 
severe that they 
require chronic 

treatment) 

T. Have no history 
of severe 

psychiatric 
conditions 

0 0 0 0 0 (associated with 
behavioral problems 
or requiring chronic 
medical treatment) 

U.l. NOTE: 
Answer if screening 

visit occurred 
between 111/2012 
and 1 Oil 0/2012, 
otherwise mark 
N/A. Have no 
history of any 

medical condition 
0 0 0 0 0 that requires 

absolute and 
continuous need for 
long term treatment 

with antibiotics, 
corticosteroids, 

immunosuppressors, 
H2 blockers or pain 

medications 

U.2. NOTE: 
Answer if screening 

visit occurred 
between 10/1112012 

and 12/31/2013, 
otherwise mark 
N/A. Have no 0 0 0 0 0 
history of any 

medical condition 
that requires 
absolute and 

continuous need for 
long term treatment 
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I 
1 . Evidence of 2. Source of 3. Result of Screening Activity? 4. 

Screening Activity? Evidence Reviewer 
I Comment 

Yes No (e.g., test result Met Un:met N/A Enter 
documentation, supporting 

nurse's note) details: 

with antibiotics, 
corticosteroids, 

immunosuppressors, 
H2 blockers and/or 

proton pump 
inhibitors, or pain 

medications 

V. Have no history 
of important 

sensory deficits 
(e.g. legally blind) 

and/or any 
condition that 0 0 0 0 0 precludes them 

from being tested 
with standard 

neuropsychological 
tests or providing 
informed consent 
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8 Review Results for Protocol Exclusion Criteria 
The following criteria are considered as markers of pathological conditions and are used as 
exclusion criteria for study enrollment: 

1. Evidence of 2. Source of 3. Result of Screening Activity? 4. 
Screening Activity? Evidence Reviewer 

Comment 

Yes No (e.g., test result Met Unmet N/A Enter 
documentation, supporting 
nurse's note) details: 

A. HIV virus 0 0 0 0 0 infection 

B. Hepatitis 
0 0 0 0 0 B orC 

C. Syphilis 0 0 0 0 0 

D. WBC> 
0 0 0 0 0 12,000/mcrL 

E. Platelets < 
100,000 or> 0 0 0 0 0 

600,000/mcrL 

F. 
Hemoglobin 0 0 0 0 0 
<I I g/dL 

G. Creatinine 
> 1.5 mg/dl 

or calculated 
0 0 0 0 0 creatinine 

clearance< 
50 cc/min 

H. Bilirubin 
> 1.5 mg/dl 

unless higher 
levels can be 0 0 0 0 0 
ascribed to 

Gilbert's 
disease 

I. SGOT, 
SGPT or 
alkaline 

phosphatase 0 0 0 0 0 
twice the 

normal serum 
concentration 

J. Corrected 
calcium < 8.5 

0 0 0 0 0 or> 10.7 
mg/dl 

K. Albumin 
0 0 0 0 0 < 3.4 g/dl 
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9 TEST CONCLUSION: Does the medical record contain evidence that the participant met 
all inclusion/exclusion criteria for study enrollment? 
0 Yes 
0 No 

9a Reviewer Comment: 
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APPENDIX l(F). APHERESIS ELIGIBILITY CHECKLIST 

F. Apheresis Eligibility Checklist 

1\lational Institute on Aging Aph&~is Unit 
Baltimore Longitudinal Sludy of Aging (BL&A) 

On Study Elbglblli!.y Form 
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::?o! 4 
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APPENDIX I(F). APHERESIS ELIGIBILITY CHECKLIST 

·;-,,;. .... "·::,'(,·.·""y::,:-::·_.,,··:-:.>·. -·> ~- •, ._ ... >.>:. \ ':·,. ,· 

~f:i.>'A!Ihe4im& of 1!1e~r!lt~resiJ;,ks Wllii'oi#i' 
.seroposlliVIty (If HJV, Hepatiti$ a .· .·. . ... · . . ... · .. . . .· .·· .·. · ·· 
iml:l,l orQ?,!~OTE: lfl1eMy•dil,t!lnose1;i wi!b~.,, 

·~«Caifue~oflllelirl>IC)'I~III!!$.1$'. \ >.· •· 
pr~e, lhitd~ C~~~Jii!e•f()r tl)(d~Jsioo fromMur$ ·' · . 
• ,Q)'t~he~;prOQ\Itlura!t H~dt' . · .... · ··· 
•lleft}PQiiliiv*Jy .oeeurs. durif19 .¢nt~ of .the to11ow up . 
!pl~Oll+:!'l! thlf) I$ not CI!UIIE!ior f))(dUIIiml fi-ol'll 
ithe eytap~00$1& procedure.) · · • · 

41 ~ Pat'licip~nt CO!Ifirmll no plam for m{tjor 
. GurliJ!!IY wll~ln' e-~ of c)'taplmft!tii$ . .• • 

procedUre? .. 

,, ~~ Hllllhlito!Y afll1~~ ~wiihoti-._,.. ·-·-t'-·'4.;.,..,.+~·"":''"+~-:---'""""":'-:-·-..;.;,.;;.;,__....;;,.,.~ 
sigl'lilicant physical ot mental ~ma(~Qe$ tnat 

.• ~ oth&f1N'i~>e tirrwt. abfl~yto talers~ an · 
apheresis. .proced~JM? 
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APPENDIX I(F). APHERESIS ELIGIBILITY CHECKLIST 

Page4of4 

NaflonallnStitum on 'A91119 Apheieais Unit 
Baltimore LQilgitudinal Study of Af~ing {BL.SA) 

On Study ~llgiblllt)' 'Form 
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APPENDIX I(G). DIRECT ADMISSION TO HARBOR HOSPITAL 
POLICY 

G. Direct Admission to Harbor Hospital Policy 

11\ruRSING POlleY·. 

Policy Title: 

Depat1ment ofHealth and Hunw1 Sen'ices 
National Institutes ofHealth 

Clinical R.eseuch Bnmchlintramural Research Program! 
Natiooal ~on Aging (CRB/IRP/NIA) 

~I 

Direct Participa. ntAdmissio() ·~ Meilstar#afbor.Hosp ... lta. I 
•)' ··,,, ' •· •• ·' ..• , ·, ' .' . ,<'.,, 

Policy ,Ntinber: AP .; 00~ . .· .. . . .. 
lmpiemep~onDate: §eptemfle£ 15~ :2003 
Date RevieY~ed withOut: Revision: . .· . . ·• . . . . . . . .. ... . 
Date ~evieYied with Revision: June 15. 28(l3,Jufy:21, 2008,ApfiJ 15,201:3 

PURPOSE: 

• To ensure a process for direct admission of stable reseen:n ~to MedStar HaTbor HospitaL 
• These Cfiteria are intended as gtlidelines to assist in 1hedeively of l'llJBiin9 care to pertidpants. They 

are not intended to replace the proifessiooal judgment of 1he nurse in participant care deiiwry matters. 

DEFINmONS: 

• Stable Participant- No immediate charlge in lie participanrs coodil:iol'l is expected as determined 
by !he medical staff. 

POLICY: 

• At the discretion of the medical staff, aoo in lieu of going to the emergency room for treatment, a 
stable participant may be admitted directly to a noo-critica! care unit of MedStar Harbor Hospital. 

SCOPE Of PRACTICE: 

Research staff caring for pa~ on the elinicat researen unit are responsible tor~ and 
repornng changes frt participants c:oru:lilioos to !he rrtedica staff. 

COMPLIANCE: 

EQUIPMENT: 

PROCEDURE and RESPONSIBILITY: 

• At lhe discretion of the Natiooallnstitute on Aging's (MA) Medical staff, MedStar Harbor Hospitars 
HospitD!ist will be notified about a possible candidate for diR!d admis:siJrl. Alter confening with lhe 
NIA medical staff, the MedStar medical staff will detemline \\hether to admit the partidpanl to the 
emergency room for evaluafion or directiy to a ~ care hospital bed. 
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APPENDIX I(G). DIRECT ADMISSION TO HARBOR HOSPITAL 
POLICY 

• The NIA medical staff v.rill report the dedsion to the NlA Clinic:al Diirec.ta and the MHRI Clinical Nurse 
Manager or designee. 

• The MHRI Clinical Nurse Manager or designee will call MedSW Hatbor Hospital Regist'ation to 
arrange the registration of the participant. 

• Pertinent information in the partidparlts chart will be copied and given to the areep1ing unit 
• When MedStar Harbor Hospital calls with a fioor.ibed ~the padicipmlt is readied to be 

transported to the room. All of the ~s ~will! be packed and will acoompar~y the 
participant to the assigned room in either a 1A'heelchair or en a streldter with a nurse and another staff 
membef as needed. 

• Report and copies of the medical reeoro d be given to the assigned nurse on the fioor. 
• The medical staff will docl.tmenl: in 1t1e medical record• !he events~reasoos leading to the admission of 

the participant If indicated, an incident report i!iiFidtor an advenle event report win be generated and 
provided to the Protocol andlu:' NIA Safety Office as~ 

• In the event of art ~ to the MedSW Hadlor Hospi!tal Emet:geney Room (ER), the participant 
wllt be taken to the ER accompanied by medical std after the NIA medical staff has discussed the 
case with the ER medical staff. Copies of the mecfical record and oral rep<lrt to the MedStar Hatbor 
Hospital ER staff v.rill be provided upon arrival. The ER medical staff will notify the NIA Unit of 
admission to the hospital Of discharge. If lhe partidpant is to be admifted, the participant belongings 
wll! be transported to the assigned hospital room. If the~ is to be~ from the ER 
back to the NIA research unit, the ER staff will accompany the participant and provide ora! report to 
the NtA research staff. Upon arrival, final disposition of the participant will be determined by the NIA 
medical staff. As applicable, an adverse event report and/or lnciden1l report wlll be genemted and 
sent to the Protoc:ol offu::e andlorthe NtA Safety Olioe. 

DOCUMENTA110N: 

• Medical chart progress notes. 

COMMUNICATION!EDUCA110H: 

• The policy v.rill be distributed for indtlsion into the CRRffRPJNIA Unit Clinical Practice Marlooi. 

ATTACHMENTS/REFERENCES/CROSS REFERENCES: 

• Not Applicable 

ORtGINAToRS: 

Eric Westin, MD. 
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APPENDIX I(G). DIRECT ADMISSION TO HARBOR HOSPITAL 
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APPENDIX I (H). EMERGENCY CARE POLICY 

H. Emergency Care Policy 

I ~'1JRSINGPOLICY . 

Policy Title: 

Departmem ofHealth and Human Sen'ices 
National~ ofHealth 

Cl:inic.ai R.eseatth Bmach.'Imranmral Research ProlZ:flln1i' 
Natiooal Institute on Aging (CRBliR.P~) 

,, 

Emergen~y •Medical Response-rlmpending Cardiac Arrest or Cardiac 
Arrest · · · 

PolicyHumbe~: YAP,-0005 
lll}f)lementatlqn Date:. June 16, 2005 
Date Reviewed without Revision: 
Date ·ReVie.wed 'With Revision: . July 2.1. 2008, Mar~ 1;2013 . 

PURPOSE: 

• To proylde guideiine& foc provil!ioo of equipment, pemoonel and processes for~ and 
effective response to all patien~ital pernomef on 1he NIA Clinital Researeh Unit who 
require emergency medical treatment. 

• These criteria are intended as guidelines to assist in 1he delive(y of l'llmlillg care to patients. They are 
not intended to replace the professional judgment of the nurse in patient care delivery matters. 

DEfiNITIONS: 

• Yrsitor: Aey persoF\ who is not a participant or who is not an ~yee or ccntrac1or of !tie National 
Institute on Aging/NIH. 

• Emergency Medic:at Treatment: Basic life SUppcrt, Advanced Cardiac Ufe Support oc Emergency 
~ency Medical S)!Stems interventions admiristered for any medical.isurgica:l 
oondition. 

• Basic Life SUpport (BLS}: Non-invasive ~ and inlerve1'11ions used to treat vk:tims of 
respiratory a:ru:lloc cardiac emergencies and stroke. This ncludes external c:hest ~ and 
moutf'l..to.mou {oc mootMo mask)ventilalion (CPR) and~ external c:lefibriDalion (AEO). 

• Advanced Cllrdiac Life Support (ACLS): Me<f!OOI interverltioos used to treat \ridims of respifatory 
and/or cardiac ~ and stroke inducling invasive tl!!diniqtles s.ucl'l as: delibrilta:tion, definitive 
airway support {ventilation with 100% oxygen via anmu bag and mask andlor intubation), 
~nt of IV access and administration of medicalions. 

• DefibriftationfCa:rdioversion: Use of a device to defiver a~ eled:ric c:urrent to the heart 
to re-establish a normal cardiac rhythm. 

• Cllrc:liopulmooa:ry Resuscitation (CPR): An emergency procedtlre in whidlk heart and lungs are 
made to work by manually compressing !he chest. ovenymg !he heaf181'1d tormg air into the lungs_ 

• Automated External Defibrillator {AED): A portable defibrilator designed ID be illllllclmated sudl 
that it can be used by persons without substantial medical training who are responding to a cardiac 
emergency. 

POUCY: 

• Oinicaf unit staff Mil maintain certification in Basic life SUpport ID inl:lude AED use. 
• Medical slaff-Nunle$ and Nurse Practitioners as well as the Exercise Pllysiologisl condl.!Ctiog stress 

testing, will maintain ACLS certification. 
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Emergency Jktliml ~me 
Pa_,"'!':2 of7 

• MedStar Harner Hospital's Cardiac J!,rrest or Rapid Response Team oonsists of: 
c in me immediate 
,. Care Urnit resident and inte!T'.s oo CPR call 

area 

and~itends) 
l'lUf!'..e 

A'..;L~~tt'l:nmtea nurse troo1 ti'1e amcal care unit \flit! respond to call'S for the Alert Team 
nmde by inpatient llflits and act az, a rescurce person for unit staff. 

Clinical Unit staff responslble for ttle participant: 
c All staff assigned to the patrticipao! 
c Clinical Nurse tllhlnager 
•: ACLS cerii'fiied dinioo! stat'!' 

NIA EOUIPMEffl: 
• Mouth-t~ de><i:ces are located in each patient room and each emergency evacuallon box, and 

are used for initial ventilatioo. 
• cooeCarts 

c Ca."ts) are located in the halloo South Main (SM)-5 at the nurse's 
rooo1 oo. North Main (NM)-5. The re"..earch staff performs quality 

assurance check.s on tr.e cart each 
c The carts contain drugs, delivery equipment, a. cardiac 

boord, and IV 
"'·t"'r'~'~""YI" are reviewed at least annually and revised as 

and the .A.merican Hsart .A.soodation M11anced Cardiac Life 

c locked. The int!lct tamper ewdent locks indicate tllat the MedSt!lr 
(MHIH/ Pharrr.a.cy and Sterile Processing Department (SPD) have properly 

stocked the cart. The lock for immediate use. Once opened, the cart is 
to be If a lock is broken, notify SPD 
irrm'ledilltely of the lock. 

• Deftbli!la~or 
c Portable deftbritla!:orfn100itorn are rocated 111ith lhe Crasn Carts in the hall on SM-5 and in the 

tre!!:dlnill• roon·1 on t~t-5. Orllytne defibriltaror in the treadmill room on NM-5 has AED and 
external pacing\ capabtlitles. 

c An M3J is located ~:n the front re-."e'ption area directly across from the wcmen'z bathroom. 
: An M3J is located in me MR! suites outer room. 

c suction is wai.lable in each pabe:nt room, treadmill room, procedure room. and 
e:x:atll room 

c Portable suction is stored In SMS39. 
c SUction equipment can be fO!Jfld in tile control r0001 in the MRI suite. 

• Oxygen '-"'"''" ""''''" 

exan1 room. 
c Portable ox.ygen t!lnlts are stored in SM539. 
o Oxygenhequipment can fotmc! in the corrtrol room in the MR! suite. 

• An amoo b<ig· wil:h faeem3:$1l. is st«ed oo each crash cart 
There are W.10 GEJMarquetre EKG machines located in the main hallway on the south side. 
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Emer-,n~t'_l' .\hdie41 ~~~se 
Pa;~c 3 of7 

PROCEDURE and RESPONSIBIUTY: 
" IMPENDING CARDIAC ARREST/CARDIAC ARREST PROCEDURE: 

·: a caz:e of or arrest 
oo<i according to Ar""""'""m 

Asoodatlon BLS Standards_ Research staff will ensure thai the Emergency Resuscitation 
prc>mp!lfy The .A.ED and me equipment nearest to lhe victim 

i!'fll!ne<:l~a1el"v lom1ioo by the 
Err~~tcy Resuscitation Team. the switchboard 

on any N!A telephone or by calling 410-
given the tocatioo ( SM 5 or NM 5 etr N!A MRI). 

•: all locks at stairwells, and elevators by swiping their 
lock drop boxes. are located at the nurse's station and 

The locks \Wit auromatica/.1)1 cpen with me s\llipe and remain open for 8 
at.i.omal:ica~!y resetting to a locked position_ 

switchboard, me MHH wiK! 1.mnounce a system v.tde overhead 
rode team. The announce the cooe and the !ocatJOn of me 

t<IOTE: In case of a pedialnc arres! (chgld less than twelve years of age}, the operator 
will overhead page "PEDIATRIC ALERT TEAM" and the loca.oon of the pediatric 

Once the the MHH code ""'r""'""""'l 
area llSSUres the ,.,...,""''""'+"' 
oon~nt to recogm::re need for and in resuscitation efforts_ 
MedSwr Hal\'bor Hospbl Phaml!iC'l personnel will be informed and will respond to the area if 

" 

c Once tt11e Resuscitation Team has been no!ffi.ed, the switchboard operator will 
call the area to ensure !loot al! oersoooet have arrived. 

c The MledStar Harbor Hoopital Team respoosible for directing the cardiac arrest, 
fut'!!e~ the h3s. assumed this and for a!1 

r"""nor,..ih!"" for interpretation 
conduct of the 

nr1'1·nJ'l:rF'<"' nurse has the of 
deiieg:t>tlr~g tasks to other care workers 

nae:O!c.aoo.n ,.,.m,,ini"'!""t'i""' and overall record keeping .. 
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• Deceased subject's bodies wili be prepared and Wf'lliPilEd in a shroud by the ri staff 
and taken to MHH !flOI'glJe (NM-Ground). Shrouds are otained from Materials 
Management. 

o The clinica! unit wilt fooclioo inclepem:lenlly during the initial phase of arrest until staff from 
Medstar Harbor Hospital's Emergency Response Team amves. The clinical staff roles are 
as follows: 

• BlS and AED procedures wiD be initiated. 
• Research staff \WI transport the mooitor-defibrilator and emergency cart to the 

location of the inekfent. 
• Trained meclk:al staff \WI attach the subject to the lllClflitcr-defiblilator for ECG 

monitoring. 
• IV access >Mit be obtained with a large bofe cdleter {18g or larger wt1enever 

possible} if not alreacly established. 
• The Clinlca! Nume Manager (or designee) will act as team leader. 

o He!She will designate a stal meml:lerto be the Ret:mler. Thi:st persoo is 
the official timekeeper and vrilfi aecuratety doaJmenl: all data il:ientiied oo 
the CPR record 

o AI the coociusioo of the arrest, the ~d RMevl al dl!lta with the 
Team leader. The physician will~ the "comments" section and 
countersign the report 

c• Additional roles and ~of the~~ indude: 
• Pmllide en1efgenC'lf&Ociedrugs ~to~ order. 
• Set up and assist: with~-
• Assist vfttb irlk.tbatim. 
• Monitor vital signs. 
• Provide 1:'11 ~~eq~Jipment requiirect 
• Ensure proper care for al alB~ oo the unit 
• Remove excess persormet. fumlt.lre, and equipmenl from 

the ertvironment 
• Provide support to family and visitors. 
• The Clinical Nurse Manager {or designee) is. ~for 

et'ISll'ing all roles and~ are performed. 
• Prollide medical chart fori"ENiew to am Ieeder. 

c· standard precautions will be utilized. 
o When the Harbor Hospitar Emergency Response Team amves, tneyd be given a report by 

the team leacler and will assume the primliuy role in ll'llll'llllg!i the resuscitation effolts. 
o Once slabilizecl, arrangements wil be made to transfer the p!ricipanl to the ~e 

medical unit 
c Medical staff will acoompany the pai1icipant during U:ar1sport to the designated medica! mit 

for COO'Ipletion of report 
o The teanlleacler is responsible for notifying the al1efldil1g pttysimn of the pl.rit:ipant's 

condition. 

COMPLETION Of CARDIO-PUlMONARY RESUSCITATION FLOW SHEET (located oo a cliptloard oo 
each crash carl): 
• The subject's identification, date, time, and location vri!J be wrltlen or~ info the blllheet. 
• The recoiling staff will sign hi:slher name in the ~ sp!!tice provided. 
• The name of the physician in charge and the nurse giving ~will be printed in the 

approprlale sp!!lces. (print physician's name below physician's s.igMture in sp!!lce pro1<ided). 
• R.eoorclirtg staff will note the time of the start of cardiae arrest and calll out time to arrest team every 5 

minutes. 
• When the patient is coonected to the monitor/defibrillator, a 2-second smp will be printed and 

attached to a progress note to be appended to the flow sheet, and doocumentation of the Jhylhm 
Identified will be made in the "RI'rythm' cdumo oo the 1low sheet. 
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Em~~· .Uetlir:.U lleyonf£ 
Pag.r:5 o£7 

• After each defibrillation attempt, wi!h any my1hm 
recording nurne will ask the physician to identify !he 

• The IJme and any slgnfficant actions taken for !he These a~ im::lude: 
CPR {chest compressions, ventilation of me witl1100% oxygen}, i~tion, de:!ibnl!ation, 
in!lertion of IV access, and route and dosage of all rnedications. 

• "Cornments" or other documentation will be made in note s-ectlolil. When !he 
reoo>-ers or expires. the end tirne will be noted and and medicanc1n 
nu,rse will be obtained. The physician and on me f10w 
!.Jheet for accuracy prior to signing. 
tf a second !low sheet is required for documentation, page rumbers wifll be 'Mitten in !he open space 
in the upper right hand comer. 

• completed forms ,..;u be filed in the patlent'.s medioo record, in MHH and 
MHH Chief of The Clinical Nurse is res;ponstibl<e 

delivery of the copies as as completing the CPR t::.v•altti3tlcH1 
Cardiology. 

REVIEW PROCESS: 
• Each CPR effort will be reviewed to se-e if it was appropriate, timely and effedi>>e. The resutw \WI be 

coo1mtmicated to nursing and medical !W.a.'f. Process changes and education wi£1 be used to impiD>'<' 
future CPR efforts. The revie... process is oot a part of !he medical record. 

• A CPR evaluation tool wilt be con1p!eted by the recorder andre.neweaaoo signed by me Team 
leader. 

• MHH Chief o! Cardiology wliJ review the NCR copy of the CPR recoro and fiQII'\lllan:lhls report to the 
respective MHH Medical director and MHH Director of 

_ The department will report fiodings to the Quality and 
"""''""rt"'""'"' attending's a! !heir departmental mA<"fit>f'l<: 

Director will review with !he NIA t~.amt9€f and Nlfo. research staff. 

SCOPE Of PRACTICE: 

Ti'IP..se procedures apply to research staff on the Clinical Research Unit 

COMPUAI'KE: 

.. All clmicai unit staff are responsible for assisting/aiding in the emergency n>edlcal~W..,ponse as 
outlined in this policy. 

• The Clinical Nurne Manager will monitor compliance and staff competency. 

DOCUMENTATION: 

.. Documentation ~~~~~~ be completed on the Can::fiopulrr!Oflary Resuscitation Flowt 91eet loca!ed on !he 
Crash Cart. 

" Documentation will be made in the participants chart as applrcable 
• An evaluation of the Cardiac Arrest Process \\1!! be completed and documented on the CPR 

Evarua!ion Fonn. 

COMMUNICATIOWEDUCAT!ON: l _____ · __ The_· _pd_;_c_y_\1_\l!_ll_be_d_is-tn_··bl_ut_e_d_f._or inclusion into the CRBflRP/NI.A Unit Clinical Pmclice Manual. 
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ATTACHMENTSlREFERBlCESlCROSS REFERENCES: 

• MHH CPR Evaluation Form 
• BtS for Heaftilcare Providers 
• 2010 AHA Guil::!elines for CPR & ECC 
• 2010 American Heart Associalion Guidelines for Cardiopulmonary Resusdtatioo and ~ 

Can:iovasa.dar Care. 

ORIGINATORS: 
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APPENDIX II. SUMMARIES OF FINDINGS 

A. Return of Results-Summary of Independent Audit Findings and NIA comments 

1. Audit Findings (or Question 1: Were clinical test results available and returned to BLSA 
participants prior to end o{the visit? 

The table below shows the percentage of charts with documentation that results were available 
prior to the end of the visit for 2012, 2013, and totals for 2012 and 2013. Ofthe tests that were 
available prior to the end of the visit, it also displays the % of charts with documentation that 
results were provided to the subjects prior to discharge 

Test Charts with data available(%) by year Of available tests, charts showing 
type results provided before discharge(%) 

by year 
2012 2013 Both 2012 2013 Both 

Blood 32 33 33 75 60 69 
Urine 28 13 23 0 100 22 
ECG 28 20 25 0 33 10 
OGTT 33 40 36 0 50 21 
ETT 19 46 29 25 0 10 
DEXA 76 79 77 26 27 27 

NIA response to the Independent Audit findings {or Question 1 

• NIA personnel state that they comply with their policies and the language in the protocol and 
consent regarding providing available clinical tests at the end of visits, but that they do not 
routinely document in the medical chart that they have provided these results to participants 
at the end of the visit. There is not a requirement that such a communication is documented 
in the participant charts. 

• NIA personnel state that laboratory blood and urine results from Harbor Hospital are 
available to the study nurse practitioners (NP's) a few hours after phlebotomy. They are 
readily available for review with subjects at the time of discharge from the visit when 
subjects are scheduled for a time slot on their final day of the visit for "Review Lab Results." 
The NP's review available test results with participants during this time slot, though in the 
past this discussion was not always documented in the chart. 
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2. Audit Finding {or Question 2: Were clinical test results mailed to BLSA participants? 

Test type Charts showing results (%) mailed to 
subjects 

2012 2013 Both 
Blood 100% 100% 100% 

Urine 100% 100% 100% 

ECG 100% 100% 100% 

OGTT 100% 100% 100% 

ETT 100% 100% 100% 

DEXA 100% 100% 100% 

2(a) Audit Findings {or Question 2 (a) were clinical test results mailed to BLSA participants 
within {our weeks o{the visit? 

Test type Charts showing results (%)mailed to subjects 
within four weeks of discharge, by year 
2012 2013 Both 

Blood 4 13 8 
Urine 4 13 8 
ECG 8 13 10 
OGTT 4 13 8 
ETT 5 15 9 
DEXA 12 21 15 

NIA response to Audit findings {or Question 2 and 2 (a) 

• OGTT tests are batched- once a week or every other week. The hatching impacts the 
availability of test results. 

• NIA is in the process of amending the BLSA protocol and consent. This information will be 
discussed under the "corrective action" section of this report. 

3. Audit Findings {or Question 3: What was the duration o{time between test per(ormance 
and return o{abnormal results to subjects? 

• Time interval between when a test was done and when abnormal results were provided to 

the subject: The mean/median number of days for 2012 was 46/24 days with a range of 1-
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150 days. The mean/median number of days for 2013 was 103174 with a range of30-206 

days. For the total period for 2012 and 2013 the mean/median number of days was 54/28 
days with a range of 1-206 days. 

• Number of charts with evidence that subjects were also notified by phone or in person: 10 % 

of the charts audited contained evidence that the subject was contacted by phone or in 
person regarding test results, in addition to receiving a letter. 

3(a) What was the duration of time between when abnormal test results were available to the 
staff and when the results were returned to subjects? 

• Time interval between when test results were available to staff and when the results were 
provided to the subject: Not all charts contained the evidence of when the abnormal test 
results were available to the staff. The mean/median number of days for 2012 was 32/24 

with a range of 0-102 days. The mean/median number of days for 2013 was 45/45 with a 
range of 16-74 days. For the total period for 2012 and 2013 the mean/median number of 
days was 3 5/24 with a range of 0-102 days. 

NIA Response to audit findings, Questions 3 and 3(a) 

• NIA states that if abnormal results require prompt follow up by a primary care physician, 
they communicate that information to a participant during a visit, or they call the person at 
home. These communications, however, are not always documented in the medical charts of 
the individuals. Consequently the first documentation in the charts is often a letter to the 
participant, which is sent out at a later date. 

• NIA states that feedback from participants, over time, indicates that BLSA activities, 
involving the return of results, are congruent with participant expectations. 

• NIA clarified that some of the letters sent from the staff for non-routine tests test of the 29 

samples letters may have been in response to a request from a participant who called to 
request a specific test result weeks or months after their visit. 

• NIA provided additional information explaining some of the delays in returning certain 
results. For example, samples for measurement oftestosterone are "hatched" and sent for 

evaluation when they have enough samples to process. The results are then returned to the 
Clinical unit. The return of the results from the lab depends on the batch cycle. 

• Prostate specific antigen (PSA) levels performed by a research Lab at Johns Hopkins 
Hospital (JHH) were performed purely for research reasons and are not clinical or screening 
labs. The return of the results from the lab depended on the batch cycle and may be greater 
than 1 month. Results were reviewed for level of significance (new or unchanged) and 

participants notified accordingly (by phone and letter-new clinically significant; or letter -
unchanged/previously reported and provided as a courtesy). No prostate cancer screening is 
done in BLSA-that would require imaging/and biopsy of the prostate. 
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• During 2012 and 2013, all radiology results were reviewed by a Harbor Hospital radiologist 

within the first 24 hours of the scan (CT or MRI). However, the average final report time 
frame for non-urgent reports being received by the clinical unit staff was 7-21 days. (The 
radiologist called the clinical unit if he felt a finding needed immediate attention and such 
phone calls resulted in immediate evaluation by BLSA providers prior to getting the written 
report.) Upon receiving the report, the medical staffreviewed the report and would indicate 
to the staff if they wanted a letter sent to the participant. At the discretion of the medical 
staff, incidental findings are reported to the participant. Results were reviewed for level of 
significance (new or unchanged) and participants were notified accordingly (by phone and 
letter with or without discussion for new clinically significant; or by letter if results were 
unchanged or previously reported and provided). 

• The NIH IRB currently providing oversight has approved an amendment to the protocol to 
clarify plans for return of test results. 
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APPENiJ.~.X II(B). QUALITY OF CARE- EVENTS IDE~ .~.1FIED IN THE INDEPENDENT AUDIT [SEE 
COMMENT ABOVE] NEEDING POSSIBLE MEDICAL INTERVENTION 

B. Quality of Care- Events Identified in the Independent Audit Needing Possible Medical Intervention 

Case# Incident identified BLSA chart review by OSC report team nurse 
Medical Opinion 

(MDs are not affiliated with NIA) 
1 A letter from the BLSA cardiologist to the subject in Chart review indicated the participant was NIH Physician Board Certified in 

follow-up to the exercise tolerance test (ETT) done observed on a monitor until the tachycardia Cardiovascular Disease: 
on ll-15-12 stated, "During the test you developed a ceased less than 2 minutes after stopping Although there is no written 
supraventricular tachycardia at peak exercise (214 exercise. Serial ECG's were reviewed and documentation in the chart regarding 
bpm, regular). In spite of this you demonstrated good demonstrated that subject went into a rapid how the SVT occurring during the ETT 
exercise capacity and there were no signs of abnormal heart rhythm at approximately 14 was managed, the ECG's document 
ischemia, but I would recommend that you inform minutes of exercise which returned to normal by that the subject continued to be 
your physician of these findings." [Supraventricular 2 minutes after exercise. monitored and had spontaneous 
tachycardia (SVT) is heart rhythm disorder resulting conversion to normal sinus rhythm by 
in an abnormally elevated heart rate] 2 minutes post exercise. 

2 A letter from the BLSA cardiologist to the subject in Chart review indicated that subject was NIH Physician Board Certified in 
follow-up the I 0-17-12 , "You had an episode of asymptomatic and was observed continuously Cardiovascular Disease: 
asymptomatic tachycardia following cessation of on an ECG monitor until the tachycardia ceased. Review ofETT ECG's demonstrated 
testing procedure. While you were sitting, your heart Notation on the ECG's indicates that vagal that the participant's heart rate 
rate remained elevated for several minutes in what maneuvers were employed. Progress note says, increased from approximately 83 bpm 
appeared to be a largely narrow complex tachycardia "Treadmill test completed [ELSA cardiologist] at 2 minutes in recovery to 
(despite your basal bundle branch block). Following evaluated participant during recovery phase for approximately 136 bpm. By 23 minutes 
several vagal maneuvers, your heart rate slowed and persistent HR at 110-115 bpm. Participant was post exercise, his heart rate had 
there were no further notable incidents. Tachycardia asymptomatic with stable blood pressures of returned to 84 bpm. 
is an abnormally elevated heart rate." 90/62 mmHg. After approximately 23 minutes of 

recovery time participant's HR returned to 80 
bpm." 

3 On 2-29-12, the subject had a blood test value for Chart indicates a nurse practitioner note written NIH Physician Certified in Diabetes, 
HbAlc (measure of blood sugar control) of7.9% 2-29-12 which says, ''Since the participant is on Metabolism & Endocrinology 
which is higher than the normal range of 4.2-5.6. insulin, this is not acceptable amount of control" Giving this information to the subject 

and the printed lab panel results contain the (the printed lab panel) with instructions 
written remark for the circled result of Hgb A 1 C to follow-up with his/her doctor was 
Glycosylated stating, "FlU c [follow-up with] appropriate. 
doctor". 

4 A note in the subject's chart on 5-21-13 indicated Review ofECG from 4-16-12: NIH Physician Certified in Internal 
that the subject had bradycardia (slow heart rate), and Sinus bradycardia Medicine 
that the subject had experienced an abnormal heart Possible Left atrial enlargement I agree that the decision not to perform 
rhythm at the time the treadmill test was done at the ST abnormality, possible digitalis effect the treadmill test was appropriate. 
prior visit. BLSA staff decided the subject should not Abnormal ECG 

__ undergo treadmill testing at the current visit. 
--- ------ -

65 

Comments 

Incident was 
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managed but a 
progress note 
would have 
explained that the 
ECG's 
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to a normal 
rhythm. 
Incident was 
appropriately 
managed 

Incident was 
managed 
appropriately 

Incident was 
managed 
appropriately 



A1 _.._ ENDIX II(C). QUALITY OF CARE- REVIE"' ~F ADVERSE EVENT REPORTS AND RELATl!..IJ 
MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

C. Quality of Care- Review of Adverse Event Reports and Related Medical Charts Submitted to the IRB for Review 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments 
and Review ofBLSA Charts by OSC Report Team Nurse 

1 Hamstring On 2-27-13, a 73 year old male subject developed left hamstring 8-7-14 NIH IRB meeting: The report was discussed In late 2013, the BLSA was 
strain during pain during eccentric strength testing. The staff physician and accepted by the Board. The event was transitioned from the 
study test examined the subject and his assessment was hamstring muscle · determined to be an adverse event and no additional MedStar IRB to the NIH 

strain. The participant was treated with bed rest for the night action was required. IRB. BLSA staff 
with standing/walking as tolerated, ibuprofen 400 mg by mouth mistakenly thought this 
every 6 hours as needed, and ice packs locally. He was able to report had been submitted 
ambulate with a walker without difficulty. to the NIH IRB at the time 
2/28113: The subject was seen by the NP and was also seen of continuing review in 
again by the staff MD who was in agreement that the subject January 2014. Upon 
should not undergo treadmill testing. The participant was realizing it had been 
discharged home. omitted, it was submitted 
3/18/13: Phone call follow-up: The participant stated he was for review at the 8-7-14 
90-95% better and was ambulating with no problems and an meeting. 
occasional "twinge" in his leg. The 3/19/13 cover letter 
accompanying the AE report also indicated the participant said 
that the prior injury did not limit his ability to move about or 
complete any daily activities. He did not feel a need to seek 
further medical attention and anticipated that his leg would be 
"100%" in the following week or two. 

2 Syncopal On 1124112, a 92 year old male was performing gait test and was The MedStar IRB reviewed this event at the time of 
episode instructed to "stand still" to capture a static trial. After 10 continuing review on 12-18-12 and, since the report 
(fainting) seconds he fell on to his left side. The tester checked his pulse indicated the BLSA staff had been unable to follow-
during study and the participant was breathing though not responsive. A code up with the subject (house phone no answers; email 
test was called and doctors and nurses responded very quickly. The messages returned undeliverable; family members 

cardiologist noted the participant was minimally responsive with cell phones no responses), the IRB asked the staff to 
barely audible responses to questions and was breathing verify if contact was ever made. 
normally with a palpable pulse. He had reportedly fallen without The study investigators responded that the 
hitting his head. Within 5 minutes the participant was speaking participant contacted the coordinator on March 13, 
and joking and denied pain. The participant was evaluated in ER 2012. The participant stated that he was discharged 
and admitted to Harbor Hospital telemetry unit for observation. from the hospital the day after the incident and that 

the doctors"didn't find anything." He stated that he 
is followed by his PCP. 
The IRB subsequently accepted the investigator's 
response to the stipulation. 

66 



Al_,_'ENDIX II(C). QUALITY OF CARE- REVIE\\' JF ADVERSE EVENT REPORTS AND RELATb.J 
MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments 
and Review ofBLSA Charts by OSC Report Team Nurse 

3 Knee injury On 1122/13, the BLSA staff clinician was called evaluate an 86 8-7-14 NIH IRB meeting: The report was discussed In late 2013, the BLSA was 
during study year old man who tripped during the 400 meter walk. The and the event was determined to be a serious adverse transitioned from the 
test participant claimed he caught his shoe on the waxed floor, event accepted by the Board and no additional action MedStar IRB to the NIH 

stumbled, and caught himself by extending his right ann against was required. IRB. BLSA staff 
the wall. He did not injure any limbs and did not hit his head. mistakenly thought this 
The plan then was to recheck vital signs in 1 hour and escort report had been submitted 
him to dinner as a precaution. The following morning, the to the NIH IRB at the time 
participant completed a Dexa [bone density] scan, body of continuing review in 
measurements and echo/carotid ultrasound. He then reported January 2014. Upon 
stiffness and pain in his right knee and was examined by the on- realizing it had been 
call MD who noted medial and lateral knee tenderness without omitted, it was submitted 
joint laxity. He was subsequently evaluated in the hospital ER for review at the 8-7-14 
where X-rays demonstrated a right tibial plateau fracture which meeting. 
was subsequently determined by Orthopedic Service to be a 
"contusion to the anterior aspect of the right knee, specifically 
involving the distal quadriceps tendon" and not a fracture. He 
was also noted to have nonspecific tachycardia [increased heart 
rate]. The participant returned to the BLSA unit with a right leg 
immobilizer. The following day, the participant was admitted to 
the hospital so further assistance could be provided as he lived 
alone and was unable to care for himself (given the leg injury). 
He was discharged to a rehab facility on 1/28/13. The 
participant was called on 2-19-13 and stated that he had been at 
the assistive care facility for rehab for 2 weeks and had been 
home for the prior 2 weeks. He denied any knee discomfort 
from the fall. The BLSA staff subsequently removed all wax 
from the BLSA floor. 
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A.t .~ENDIX II(C). QUALITY OF CARE- REVIE" JF ADVERSE EVENT REPORTS AND RELATb.J 
MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments 
and Review ofBLSA Charts by OSC Report Team Nurse 

4 Neck pain The subject, an 88 year old male, performed Video-Oculography 8-7-14 NIH IRB meeting: The report was discussed In late 2013, the BLSA was 
after a study (VOG) on 2-20-13 [which requires rapid turning ofthe head]. and accepted by the Board. The event was transitioned from the 
test The investigators asked all the appropriate questions prior to the determined to be an adverse event and no additional MedStar IRB to the NIH 

test (i.e. prior h/o neck or spine problems, limited ability to action was required. IRB. BLSA staff 
move head from side to side, etc.) and the subject did not have mistakenly thought this 
any exclusion to the test. The participant later reported neck pain report had been submitted 
to the night shift in the early morning on 2/21113. He was to the NIH IRB at the time 
provided with a warm pack but declined non-steroidal anti- of continuing review in 
inflammatory medication. The participant reported neck pain January 2014. Upon 
rated as 6-7 on a scale of 1-10. He refused to take any realizing it had been 
medication for pain as he did not like to "mask pain." He was omitted, it was submitted 
told him about the importance of taking anti-inflammatory for review at the 8-7-14 
medication and one of the NP's also talked to him about this. He meeting. 
continued to refuse further treatment. He had full range of Subsequent changes were 
motion and some discomfort at the time of discharge per the made to the VOG protocol 
progress note. He called the next morning to report that his neck and the number of head 
pain was 8110, and the NP instructed him to see his PCP, and the turning maneuvers was 
participant said he planned to do so later that same day. The reduced to reduce risk of 
participant called on 2/27/13 on an unrelated matter and reported participant discomfort. 
no problems with his neck at that time. There have been no 

subsequent reports of 
significant neck pain. 
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MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments 
and Review ofBLSA Charts by OSC Report Team Nurse 

5 Abnormal The subject, a 61 year old female, underwent treadmill testing The MedStar IRB reviewed this event at the time of 
heart on 9/27112 and developed a wide complex tachycardia continuing review on 12-18-12 and the report was 
rhythm and [abnormal fast heart rhythm] at peak exercise which persisted accepted by the Board with no additional action was 
back pain for 4 minutes and then spontaneously returned to normal sinus required. 
during a rhythm. She also reported that she had 1-2 minutes ofback pain 
study at maximal exertion. The on-call MD evaluated the participant 
exercise test and his assessment was that the episode was suggestive of stable 

angina, but acute coronary syndrome (ACS) needed to be ruled 
out. A set of cardiac enzymes was drawn and repeated in 2 
hours. A repeat echo was done with no wall motion 
abnormalities. Both troponin and CK-MB remained low and 
she had no recurrence of chest pain. Later that afternoon the MD 
reviewed the results of the blood tests with the participant. The 
participant wanted to go home and was going to stay with 
friends, one of whom was an ER physician. She was cautioned 
to not disregard any symptoms of chest/back pain and call 911 if 
such pain occurs. She was advised to see a cardiologist as soon 
as possible to undergo a diagnostic work-up for coronary 
disease. She was given copies of her lab results and discharged 
from the unit. The BLSA cardiologist sent a follow-up letter 
with the treadmill ECG tracings to the participant and told her to ' 

review the data with her PCP for a fmal opinion. On 10-24-12 
the participant was contacted on 10-24-12 for follow-up. She 
stated that she had not had any additional problems (chest pain, 
dizziness, shortness ofbreath or palpitations) since her BLSA 
visit. She had received her test results and was in contact with 
her PCP. 
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MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments and Review ofBLSA Charts by OSC Report Team Nurse 
6 Syncopal The participant, a 94 year old female, had blood drawn (18 tubes The MedStar IRB reviewed this event at the time of 

episode per ER note) at 1130, completed the oral glucose tolerance test, continuing review on 12-18-12 and the report was 
(fainting) and ate lunch. In the afternoon, the NP was performing the accepted by the Board with no additional action was 
during participant's history and physical exam and was assisting the required. 
evaluation subject to a standing position to measure orthostatic blood 

pressure [BP] when the participant complained of severe leg 
cramping and nausea and her skin was very clammy. She sat in a 
chair with her head against the wall and then became 
unresponsive to questions. 
She was evaluated by a BLSA MD and found to be hypotensive 
[low BP]. She was given IV fluids and became more responsive 
and answered questions. She was transported to the ER. The ER 
MD noted that the participant's BP had increased with a small 
bolus of normal saline and indicated the event was likely 
vasovagal dehydration. The participant was admitted for 
overnight observation. The hospital medical progress indicates 
the plan to "D/C home; vasovagal syncope secondary to blood 
draw." She was instructed to follow-up with her PCP in one 
week and was discharged back to the BLSA unit and then 
transported home. She subsequently saw her PCP and returned 
to the BLSA on 8/1112 through 8/3/12 to complete her visit# 20 
without difficulty. 
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A1 _._ ENDIX II(C). QUALITY OF CARE- REVIE"W JF ADVERSE EVENT REPORTS AND RELATb:J 
MEDICAL CHARTS SUBMITTED TO THE IRB FOR REVIEW 

Case# Incident 
Information provided to the IRB in the Event Report 

IRB determination Comments 
and Review ofBLSA Charts by OSC Report Team Nurse 

7 An 80 year old male with a past history of atrial fibrillation • The MedStar IRB reviewed this event at the time While the subject's pulse 
which converted without medical intervention had an exercise of continuing review on 12-18-12 and stipulated was normal prior to 
treadmill test (ETT) on 11118111. After approximately 8 minutes that the PI "clarify the relationship of the SAE discharge, it might have 
of exercise, the subject went into atrial fibrillation/flutter at a [serious adverse event] to the protocol and if not been helpful to repeat the 
rate of approximately 150 bpm. The test was terminated and the related indicate the cause of the event." ECG to confirm that he had 
participant sat down and denied chest pain but reported he felt converted to a normal 
"fatigued" and short of breath at the time the test was • The study investigators responded "The rhythm prior to discharge 
terminated. After 1 minute his heart rate had decreased to 110 participant has a history of an irregular heart 

bpm and he was taken off the monitor at 12 minutes post-test rhythm (afib) that he can go into or out of at any 

with a BP of 132/70 and still in atrial. time for any number of unknown reasons. The 
fact that the rhythm occurred during the stress 

The NP was notified and indicated that the participant's test is coincidental and not specifically related to 

discharge should be held up until he was seen by the BLSA the testing that occurs during their BLSA visit. 

cardiologist. The NP directed the participant to go to the ER if The cause of the event cannot be determined." 

he experiences any dizziness, faintness or chest pain. He was • The IRB subsequently accepted the investigator's 
discharged that afternoon, and while no repeat ECG was done response to the stipulation. 
prior to discharge, a progress note from the NP indicates the 
subject's pulse was 80 and regular prior to discharge. The 
cardiologist sent a subsequent letter to the participant which 
explained the treadmill test results and indicated he had spoken 
with the participant's PCP who said he would schedule the 
participant for follow-up. The cardiologist advised the 
participant to follow-up with his PCP to determine if further 
testing would be warranted and he was provided with copies of 
his EKG to take to his PCP. 

12/22/2011 (Per AE report) Subject returned for visit for the 
"unexplained anemia" study and an ECG done that day showed 
sinus bradycardia. The participant stated that he had not 
followed up with his physician as instructed but he did have an . 
appointment with his doctor in about a month. He was given a 
copy of the ECG done at this visit as well as previous ECG's 
and instructed to follow-up with his doctor. The participant 
agreed to take the records to his doctor for follow-up. 
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APPENDIX III. NIA CORRECTIVE ACTION PROGRESS ON THE 
ELECTRONIC DATABASE 

Met with Principal Investigators to understand research study, data captured and data analysis needs Completed 

Reviewed requirements for NIH system development, data security and system assessment and 
accreditation Completed 

Assemble infrastructure and resource requirements Completed 

Determine Continuity Of Business requirements Completed 

Establish platform testing and change control requirements Completed 

Reduce the number of disparate data sources into a central data warehouse repository Under Development 

Migrate and organize existing research study data into the central data warehouse repository Phase I completed 

Provide an intuitive secure user friendly web-based geographically independent Graphical User Interface 
( GUJ) to the central data warehouse repository Phase I completed 

Incorporate data feeds from the scientific instruments and equipment to acquire testing data Under Development 

User application data entry/update auditing review and control Completed 

Separation of Participant personally identifiable information ( PII) from participant research study data 
repository 

Integrate NIH Single Sign-On ( active directory ) logon capabilities 

Determine ifthere are existing applications that match project requirements 

Estimate cost and time to in-house build application matching project requirement 

Review Return on Investment (ROI) with project stakeholder to determine path forward 

itage and evaluate the list of possible existing applications against project requirements 
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Completed 

Completed 

Completed 

Activity Canceled 

Activity Canceled 

Completed 



Set up prototype for researcher evaluations 

Set up engineering evaluations 

Demo Prototype Evaluations with Investigators 

Select Application to move forward 

Stage infrastructure against project requirements 

Load, assemble and validate concept application platform 

Create the "Snap Shot" environment for experimentation recovery 

Create study Case Report Fonns ( CRF) and database fields to test research data migration 

Analyze database schema and application CRF mechanisms to determine migration path forward. 

Develop data migration Extraction, Transformation and Loading ( ETL ) logic for each study CRF 

Run and refine test migration ETL logic 

·ralidate data migration success against source data reposition 

Set up backup and recovery for Proof Of Concept environment 

Grant access to Investigator and CRC to evaluate data migration 

Establish stakeholders project update and review 

Schedule hands on training classes for concept validator I testers 

Resolve issues and/or concerns from validator I testers trials 

Check source code into revision control system 

First round trial of entering production research data the current way and a second or mirror entry into the 
new semi-production central data repository 

Address Tester issues, problems or concerns accordingly 

"'et up backup and recovery for semi-production QA environment 

·-·---···----------·---------
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Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 

Completed 



I 
-- - --

Contact NIA ISSO to start security assessment Completed 

]~;,,~,s~{,J{;§';'Zs, _, .• -._-_- <' ·-_--,__ -._ •. -,.· -<. , ;?,J? : ,_ ,. . .... ,_ .. t•::;rt ~~~~:'12)\~,)/;, :;!i~'c}i,i; 
Build out Production environment to NIA server I application specs Completed 

Stage Production environment to project requirements Phase 1 Complete 

Contact NlA ISSO to start security assessment and system accreditation review Completed 

BLSA Cytapheresis Study data Migration ETL to Production environment Completed 

Set up backup and recovery for Production environment Completed 

Engineer Continuity Of Business environment Completed 

Import Lab data via HL 7 feed from Harbor Hospital Completed 

Dual system production data user entry begins Completed 

New System is in full Production -Phase 1 - BLSA Cytapheresis and Apheresis of Normal Donors Completed 

Develop Heath History Questionnaire printout from Production data system Completed 

Develop Apheresis and BLSA Cytaheresis Accrual reports Completed 

,cquire MAC 5500 HD ECG data directly from the network Completed 

Develop participant info scan-able barcoded worksheets for medical instrument staff Completed 

Created BLSA Neuro imaging Web Service and report synchronizing data sources Completed 

Created BLSA Home Visit Web Service and report synchronizing data sources Completed 

Rewrite BLSA Diagnosis database repmi removing SAS server dependency Completed 

Rewrite BLSA Medications database report removing SAS server dependency Completed 

Rewrite BLSA TeleForms Print removing SAS server dependency Completed 

Build all BLSA TeleForm CRFs for the new Study Data system Under Development 

Pending Network & 
security development 

Design and develop Clinical Staff Tablet real-time data entry replacing Teleforms resources 

Construct enterprise Service Data Bus used to acquire Medical and Instrument data Pending resources 

Migration ofBLSA TeleForms data into new data system Pending resources 

Migration ofBLSA data from Oracle Clinical database into new data system Pending resources 

----· --~---------------
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Migration of BLSA pre 2000 data into the new data system Pending resources 

This project is being developed in quantitative deliverable phases. Each phase of development 

allows for the release of a product replacement. 

0 Started in mid-2013, Phase I was completed within six months and replaced two studies 
in Oracle Clinical with the studies migrating to and introduction of OpenClinica. 

D The larger Phase II is underway with wireless tablets replacing the Teleforms system. 
D Phase III Migrating the remaining BLSA data replaces Oracle Clinical. 
D Phase IV Instrument/equipment Data Aggregator (also currently underway). 
D Phase V PAS Electronic Medical Records ( replaces paper charts ). 
D Phase VI PAS - OpenClinica API integration ( enterprise service bus ) . 

As shown, each project phase will complete and roll-out to production moving us closer to our 

full integration goal. 
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APPENDIX IV. LIST OF ACRONYMS 

The following is a list of acronyms included throughout the Report of Investigation. 

AI 
BLSA 
CAD 
CFR 
CRC 
DEXA 
ECG 
EKG 
ETT 
FDA 
GCP 
HHS 
IRB 
IRP 
MAl 
NIH 
NIA 
NP 
NYHA 
OGTT 
OHSRP 
OMA 
osc 
PI 
QA/QI 
SOB 
SOP 

Associate Investigator 

Baltimore Longitudinal Study on Aging 

Coronary Artery Disease 

Code ofFederal Regulations 

Clinical Research Coordinator 

Dual-Energy X-ray Absorptiometry 

Echocardiogram 

Electrocardiogram 

Exercise Treadmill Test 

US Food and Drug Administration 

Good Clinical Practice 

Department of Health and Human Services 

Institutional Review Board 

Intramural Research Program 

Medical Advisory Investigator 

National Institutes ofHealth 

National Institute on Aging 

Nurse Practitioner 

New York Heart Association 

Oral Glucose Tolerance Test 

Office of Human Subjects Research Protections 

Office of Management Assessment 

Office of Special Counsel 

Principal Investigator 
Quality Assurance/Quality Improvement 

Shortness of Breath 
Standard Operating Procedure 
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