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January 26, 2016 | Written By: Jennifer Ellis

3a 9b 835e
Even with ever-increasing knowledge and tools for improved disease diagnosis and treatments, there are
still too many diseases where these are not effective. In order to gain better insights into the biological,
environmental, and behavioral influences on these diseases, President Obama announced the Precision
Medicine Initiative® (PMI) in January 2015.

Precision medicine is an emerging approach for disease treatment and prevention that takes into account
individual variability in genes, environment, and lifestyle. The approach is patient-centric, where biological
data for a single individual can help doctors tailor unique and specific treatments to that person. The PMI
will support research from human biology, behavior, genetics, environment, data science, and other fields
with the goal of developing more effective ways to prolong health and treat disease.
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April 15, 2015 | Written By: Judy O'Rourke

3a 43b 3527e
Making the decision to move from co-testing to primary Human papillomavirus (HPV) screening was one
thing. Implementing it has been another, for one medical group.

The University of Louisville Physicians-Family and Geriatric Medicine (UofL), Louisville, Ky, had
contracted with one of the largest providers of diagnostic testing services in the United States in the past.
They were forced to find a different lab when they decided to implement primary HPV screening alone for
all women 25 years and older, and continue to screen with primary cytology and HPV triage for those 21
to 24 years.

The facility

Diane M. Harper, MD, MPH, MS oversees HPV testing at UofL, which includes three clinic sites: Cardinal
Station Family Medicine offices, Newburg Family Medicine offices, and the Centers for Primary Care. The
staff comprises some 44 providers in total (including residents). Harper says her goal was to change the
standard of care for women's health cervical cancer screening, and that meant opting for the only test
approved by the FDA in 2014 for primary screening, the cobas HPV Test, from Roche Diagnostics.

“The benefits are our ability to better detect those women who are at real risk of having a CIN-3 lesion,
and not identifying nondiseased women,” Harper says. “[The cobas HPV Test] has a high true-positive
rate, with minimal false-positives identified.”(Invasive squamous carcinoma of the cervix is caused by a
progression of preinvasive precursor lesions, cervical intraepithelial neoplasia (CIN), or dysplasia, with
CIN-3 being considered severe.)

Harper, professor and chair of the Department of Family and Geriatric Medicine, University of Louisville,
has more than 140 peer-reviewed, published works on this topic. She also holds joint appointments in the
Departments of Obstetrics and Gynecology in the School of Medicine, Bioengineering in the Speed
School of Engineering, and Epidemiology and Population Health and Health Promotion and Behavioral
Health Sciences in the School of Public Health and Information Sciences; has served as an advisor to the
World Health Organization for the past 15 years; and reviews research grants at the federal level for NCI,
PCORI, AHRQ and the European Commission on Research, in addition to the Wellcome Trust, as well as
others.

The lab

Unable to find a lab that runs this test in the greater Louisville area, UofL is now sending out its tests to a
lab in a neighboring state—Tennessee, to be exact.

“The HPV test alone, for a certain group of women, is a [more] sensitive method of getting the correct
snapshot on that patient!s cervical health than a combination of other tests,” such as doing a Pap and a
co-test says board-certified cytopathologist Bradly D. Clark, MD, medical director, Women!s Health
Laboratories, Poplar Healthcare/Women!s Health Laboratories, Memphis, Tenn. “It!s very efficient in its
design in that you just do one test and have a better sensitivity than you would by doing cytology.”

The primary HPV screening tool, developed by Roche and performed on its cobas molecular platform,
was approved for FDA use in early 2014. This screening method looks for presence of HPV nucleic acid
in patients 25 years or older. Fourteen subtypes of high-risk HPV are detected. The two subtypes known
to play the largest role in cervical dysplasia—HPV 16 and HPV 18—are discerned by the cobas method.
Simultaneously, the cobas system also provides pooled-results detection of twelve other high-risk
subtypes. The molecular testing uses a small portion of the liquid-based ThinPrep Pap test, which is
standard in many provider settings.

In this new screening scheme, a patient who is negative for the HPV screen is placed on the provider!s
standard screening interval(s). A patient who is found positive for either HPV 16 or HPV 18 is immediately
referred to colposcopy. For the patient who is positive for the pooled HPV 12 subtypes, a Pap slide is
prepared and reviewed by the cytology department. The next steps for that patient are driven by the
reading of that slide. “In this new setting, a negative cobas HPV primary screening test provides about
twice the reassurance for a patient they!re not going to develop a high-grade lesion in the next three
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This image is from the National Cancer Institute's Building on Opportunities in
Cancer Research: An Annual Plan and Budget Proposal for Fiscal Year 2016.
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THE LAB

Unable to find a lab that runs this test in the greater Louisville area, UofL is now sending out its 

tests to a lab in a neighboring state—Tennessee, to be exact.

“The HPV test alone, for a certain group of women, is a [more] sensitive method of getting the 

correct snapshot on that patient’s cervical health than a combination of other tests,” such as 

doing a Pap and a co-test says board-certified cytopathologist Bradly D. Clark, MD, medical 

director, Women’s Health Laboratories, Poplar Healthcare/Women’s Health Laboratories, 

Memphis, Tenn. “It’s very e�cient in its design in that you just do one test and have a better 

sensitivity than you would by doing cytology.” 

The primary HPV screening tool, developed by Roche and performed on its cobas molecular 

platform, was approved for FDA use in early 2014. This screening method looks for presence 

of HPV nucleic acid in patients 25 years or older. Fourteen subtypes of high-risk HPV are 

detected. The two subtypes known to play the largest role in cervical dysplasia—HPV 16 and 

HPV 18—are discerned by the cobas method. Simultaneously, the cobas system also provides 

pooled-results detection of twelve other high-risk subtypes. The molecular testing uses a small 

portion of the liquid-based ThinPrep Pap test, which is standard in many provider settings.

In this new screening scheme, a patient who is negative for the HPV screen is placed on the 

provider’s standard screening interval(s). A patient who is found positive for either HPV 16 or 

HPV 18 is immediately referred to colposcopy. For the patient who is positive for the pooled 

HPV 12 subtypes, a Pap slide is prepared and reviewed by the cytology department. The next 

steps for that patient are driven by the reading of that slide. “In this new setting, a negative 

cobas HPV primary screening test provides about twice the reassurance for a patient they’re 

not going to develop a high-grade lesion in the next three years,” Clark says.

The medical profession, using cytology-based screening, has done a fantastic job of reducing 

the amount of cervical dysplasia, Clark notes. “But we’re up against technology now, since 

cytology has limitations,” he says. “Instead of co-testing [Pap slide plus HPV test], why can’t we 

just shortcut the entire method? Start, instead, with just an HPV test.”

Pap screening schemes have seen several iterations in the past generation. First, we saw the 

yearly Pap. Then came the attenuated interval, which spaced the Paps between every three 

to five years, depending on the age of the patient. Yet another iteration was addition of co-test 

(HPV test) to negative Pap test for patients 30 years or older.

For patients who are infected with a high-risk HPV, it generally it takes several years for it to 

develop into something serious, such as a high-grade lesion or worse, into cancer. “So, if you 

have that extended period of time, why would you Pap on a yearly basis?” Clark says. “This 

rational Pap testing interval for patients 25 years or older, uses a more sensitive method versus 

the ASC-US triage strategy we have used in the recent past. Instead, a positive cobas HPV test 

identified those at greatest risk. 

Despite his embrace of the new testing algorithm, Clark’s not ready to write an obit for 

cytology just yet. “GYN cytology and the Pap slide are not going away,” he says. “The primary 

screening by HPV is used for those age 25 and above. Pap slides will still be necessary for 

those in a younger age group.

And further, slide interpretation will be necessary for the 12-pooled HPV positive, he says. 

“We’ve got a better technology now, and so the idea of doing a yearly Pap slide—that 

paradigm is being challenged—being replaced by a Pap every three or five years. Now there is 

the arrival of the primary HPV screening,” Clark says.
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By Judy O’Rourke
January 26, 2015 

Making the decision to move from co-
testing to primary Human papillomavirus 
(HPV) screening was one thing. 
Implementing it has been another, for one 
medical group.

The University of Louisville Physicians-
Family and Geriatric Medicine (UofL), 
Louisville, Ky, had contracted with one of 
the largest providers of diagnostic testing 
services in the United States in the past. 
They were forced to find a di�erent lab 
when they decided to implement primary 
HPV screening alone for all women 25
years and older, and continue to screen with 
primary cytology and HPV triage for those 
21 to 24 years.

THE FACILITY

Diane M. Harper, MD, MPH, MS oversees HPV testing at UofL, which includes three clinic sites: 
Cardinal Station Family Medicine o�ces, Newburg Family Medicine o�ces, and the Centers for 
Primary Care. The sta� comprises some 44 providers in total (including residents). Harper says 
her goal was to change the standard of care for women’s health cervical cancer screening, 
and that meant opting for the only test approved by the FDA in 2014 for primary screening, the 
cobas HPV Test, from Roche Diagnostics.

“The benefits are our ability to better detect those women who are at real risk of having a CIN-
3 lesion, and not identifying nondiseased women,” Harper says. “[The cobas HPV Test] has a 
high true-positive rate, with minimal false-positives identified.”(Invasive squamous carcinoma of 
the cervix is caused by a progression of preinvasive precursor lesions, cervical intraepithelial 
neoplasia (CIN), or dysplasia, with CIN-3 being considered severe.) 

Harper, professor and chair of the Department of Family and Geriatric Medicine, University 
of Louisville, has more than 140 peer-reviewed, published works on this topic. She also 
holds joint appointments in the Departments of Obstetrics and Gynecology in the School 
of Medicine, Bioengineering in the Speed School of Engineering, and Epidemiology and 
Population Health and Health Promotion and Behavioral Health Sciences in the School 
of Public Health and Information Sciences; has served as an advisor to the World Health 
Organization for the past 15 years; and reviews research grants at the federal level for NCI, 
PCORI, AHRQ and the European Commission on Research, in addition to the Wellcome Trust, 
as well as others.

ORIGINAL ARTICLE

Making the Change to Primary Screening for HPV

Credit: National Cancer Institute (NCI) 

This image is from the National Cancer Institute’s Building on Opportunities in 
Cancer Research: An Annual Plan and Budget Proposal for Fiscal Year 2016.

www.cancer.gov
Source: Schiller JT and Lowy DR. Understanding and learning from the success of prophylactic 

human papillomavirus vaccines. Nat Rev Microbiol 2012; 10(10): 681-692.

Making the decision to move from co-testing to primary Human 
papillomavirus (HPV) screening was one thing. Implementing it has 
been another, for one medical group.

Making the Change to Primary Screening for HPV
The University of Louisville Physicians-Family and Geriatric Medicine (UofL),
Louisville, Ky, had contracted with one of the largest providers of 
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Even with ever-increasing knowledge and tools for improved disease diagnosis and treatments, there are
still too many diseases where these are not effective. In order to gain better insights into the biological,
environmental, and behavioral influences on these diseases, President Obama announced the Precision
Medicine Initiative® (PMI) in January 2015.

Precision medicine is an emerging approach for disease treatment and prevention that takes into account
individual variability in genes, environment, and lifestyle. The approach is patient-centric, where biological
data for a single individual can help doctors tailor unique and specific treatments to that person. The PMI
will support research from human biology, behavior, genetics, environment, data science, and other fields
with the goal of developing more effective ways to prolong health and treat disease.
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February 23, 2016 | Written By: Jennifer Ellis

7a 56b 12271e
Your Microbes and Mental Health

Your brain and your digestive system are intricately linked. They interact so closely that some say they
should be taken as one system. The link is the vagus nerve, a direct neuronal connection between the gut
and the brain. It turns out the gut can bidirectionally communicate with the brain via the vagus nerve,
known as the gut–brain axis.

Not only does an individual!s microbiome affect overall health and disease, but also can impact mental
health. Anger, anxiety, stress, sadness and excitement can all trigger digestive symptoms, and the other
way around. Depending on the balance of “good” vs “bad” bacteria in the gut, one!s personality can be
dominantly aggressive, fearless, calm, or shy. Keep yourself and your gut healthy!
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The American College of Obstetricians and Gynecologists (ACOG) recently
revised and updated its recommendations for cervical cancer screening in
the wake of developments in clinical management and technology.

The changes are spurred by FDA-approval of a Human papillomavirus
(HPV) test for primary screening, availability of the 9-valent HPV vaccine,
and new recommendations for screening women living with human
immunodeficiency virus (HIV), according to David Chelmow, MD, who
steered development of ACOG!s January 2016 Practice Bulletin. There was
also a need to reconcile some recommendations after other medical
organizations updated their guidelines for managing abnormal test results.

Prior to the release of Practice Bulletin Number 157, the most recent
bulletin on these topics (Number 131), was published in November 2012.
Practice Bulletins are evidence-based documents that boil down prevailing

knowledge about techniques and clinical management issues, which hinge on the evidence contained
therein, according to ACOG. While ACOG has not altered its existing recommendations on the role of
primary cervical cancer screening with HPV testing alone for women 25 and older, it did acknowledge a
development within two fellow medical organizations for its own members.  

“We continue to recommend Pap tests every three years for women 21 to 29, and co-testing every five
years for women 30 and older,” Chelmow says. “As the FDA has approved the [Roche cobas] HPV test,
we wanted to make sure our providers were aware of it, and that they followed the ASCCP/SGO interim
guidance if they did choose to use the test.”  

Infection with high-risk types of HPV is the root cause of most cases of cervical cancer.

The Interim Guidance Report issued jointly by the American Society for Colposcopy and Cervical
Pathology (ASCCP) and the Society of Gynecologic Oncology (SGO) in January 2015 advised that using
a HPV test by itself for cervical cancer screening offers an “effective alternative to the current
recommendation for screening with either cytology (the Pap test) alone or co-testing with cytology and
HPV testing,” according to ASCCP. They were specifically referring to the cobas HPV test, approved by
the FDA in 2014 as a primary test for cervical cancer screening. For more information, see a related
LabRoots article here.

It should also be noted that,
according to the National Cancer
Institute, first-line HPV testing
has “not yet been incorporated
into the current professional
cervical cancer screening
guidelines,” but that “professional
societies are developing interim
guidance documents, and some
medical practices might
incorporate primary HPV
screening.”

The Practice Bulletin is gung-ho
on vaccines to prevent HPV infection in females ages 9 to 26 years old, including the FDA-approved
bivalent (Cervarix), quadrivalent (Gardasil), and most notably, the new 9-valent (Gardasil 9), which
incorporates five additional high-risk HPV strains (versus the quadrivalent version). “Being able to prevent
cervical cancer by vaccinating women against HPV is a remarkable achievement,” Chelmow says, noting
the vaccines have proven repeatedly to be safe and effective. “ACOG (and I) wholeheartedly recommend
vaccination. We have done a wonderful job at lowering the cervical cancer rate through routine screening,
but vaccination can certainly take us an important step further. Countries like Australia who have
implemented successful vaccination programs have already noted dramatic decreases in HPV-related
diseases.  It is essential that all health care providers (not just ob-gyns) discuss HPV vaccination with
patients and with parents.” Chelmow is the Leo J. Dunn Distinguished Professor of Obstetrics and
Gynecology, and chair, Department of Obstetrics and Gynecology, Virginia Commonwealth University
School of Medicine, Richmond, Va.

Revised screening recommendations for women with HIV may have a significant effect on the quality of
life and peace of mind for these patients. “Previous recommendations for women with HIV specified
annual pap testing,” Chelmow notes. “Based on new data, co-testing is appropriate in women with HIV
ages 30 and older, and women with negative co-testing can be screened every three years.  This will be
much more convenient for a substantial group of patients.”

Image Credit: David Chelmow, MD: Virginia Commonwealth University
Image Credit: ThinPrep Pap Smear: Clinical Microbiology Reviews, Eileen M. Burd Clin. Microbio. Rev.
2003;16;1-17. Copyright © American Society for Microbiology All Rights Reserved.
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David Chelmow, MD

ThinPrep Pap Smear showing abnormal sqaumous cells with HPV
cytopathic effect (arrow), consistent with LSIL.
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audience across all relevant disciplines. Using various forms of media aids in 

bringing attention to products and technological advances companies would 

like to provide to their potential customers.
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• 1,500 word article and infographic written by a LabRoots author
• PDF of article and infographic and a full-bleed printable version of each
• 2 468x60 banner ads in an upcoming edition of our Trending eNewsletter
• 10 social media posts on the most relevant LabRoots Facebook groups
• Article and infographic housed on LabRoots.com website



We are very excited to introduce a special 
opportunity for companies interested in 
developing customized content. 
Customizing content enables companies to build their brand and attract prospects and 

customers targeted to a specific area or expertise. By participating in the LabRoots Rich 

Media program, companies can provide information researchers need by answering 

potential questions and tailoring information to their interests. In addition, articles 

highlighting an innovative technology will bring in increased traffic and interest to that 

company or product. By providing information that conveys knowledge within a particular 

proficiency, companies are able to engage readers in a branded environment and 

establish their reputation.

Benefits Of A Rich Content Program
• Customized editorial content written by an industry professional
• Thousands of page views on LabRoots website
• Targeted messaging
• Promotion of your company expertise and leadership
• Share best practices with industry professionals
• Distribute at sales meetings, trade shows, etc.
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Even with ever-increasing knowledge and tools for improved disease diagnosis and treatments, there are
still too many diseases where these are not effective. In order to gain better insights into the biological,
environmental, and behavioral influences on these diseases, President Obama announced the Precision
Medicine Initiative® (PMI) in January 2015.

Precision medicine is an emerging approach for disease treatment and prevention that takes into account
individual variability in genes, environment, and lifestyle. The approach is patient-centric, where biological
data for a single individual can help doctors tailor unique and specific treatments to that person. The PMI
will support research from human biology, behavior, genetics, environment, data science, and other fields
with the goal of developing more effective ways to prolong health and treat disease.

The New Approach to Science: Precision Medicine
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18340 Yorba Linda Boulevard Suite 107 PMB 427, Yorba Linda, CA 92886
www.labroots.com  •  LabRoots Corporation © 2020

LabRoots provides next generation digital marketing opportunities which allow 
you to target your message to specific groups of scientists and medical experts. 

For custom proposals or general information please contact us by email at 
info@labroots.com or call 1.714.463.4673.




