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Patients with Sjögren’s usually see their autoimmune treating physician 
several times a year. Mostly, they are rheumatologists, but can also 
be primary physicians, internists or subspecialists such as interested 

pulmonary or hematology doctors. In addition to taking a history, performing 
a physical examination, or drawing blood tests, are there things that should be 
specifically looked at or monitored for? This article reviews the top five items.

1. Is there evidence for extraglandular Sjögren’s?
Some people with extraglandular Sjögren’s may have interstitial lung 

disease, renal tubular acidosis, swollen lymph glands, or inflammatory 
scarring of the bile ducts (biliary cirrhosis). Being identified with extraglan-
dular Sjögren’s usually warrants systemic immune suppressive therapy with 
agents such as azathioprine, methotrexate, cyclophosphamide or rituximab. 

Sjögren’s Top 5: What Your Physician 
Should be Monitoring For
by Daniel J. Wallace, MD
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2. Screening for lymphoma
3. Looking for overlapping 

Sjögren’s

4. Don’t unnecessarily treat 
Sjögren’s for symptoms that 
are not related

5. Screening for head and 
neck emergencies or flares 
associated with non-extrag-
landular Sjögren’s

Dry skin often is overlooked as a major feature of Sjögren’s but 
deserves greater recognition as a frequent issue for patients. Dry 
skin can occur as the result of an immune dysfunction and de-

struction of the structures, which moisturizes and lubricates the skin – a 
process similar to that which causes dry mouth and dry eye in Sjögren’s. 

These skin structures include the hair and oil glands as well as sweat 
glands. Once destroyed, these oil and sweat glands cannot be restored. 
Although most common in fall, winter and early spring, dry skin occurs 
throughout the year. Areas most often affected are legs, arms and abdo-
men (especially the beltline/waist).

Sjögren’s and Dry Skin
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The treating physician should use their tools to screen for the spread of 
Sjögren’s to new areas with imaging or laboratory testing, which allows 
one to be proactive and treat the disease early.

2. Screening for lymphoma
Over a 15-20 year period of observation, 8-15% of Sjögren’s patients 

develop a lymphoma. Screening for symptoms of early lymphoma include 
asking a patient about swollen glands, fevers, weight loss and new onset 
of fatigue. A physical examination can detect lymph nodes, evidence for 
a “wasted” appearance, or an enlarged spleen. I perform a serum pro-
tein electrophoresis (a $30 blood test) on my Sjögren’s patients every 6 
months. Often, early lymphomas can be detected with the development 
of an extra protein on this determination, which is known as a “MGUS” 
or monoclonal gammopathy of uncertain significance. Most Sjögren’s 
associated lymphomas are of a specific variety known as “MALT” that, if 
identified early, responds well to treatment.

3. Looking for overlapping Sjögren’s
Sjögren’s patients can have features of other autoimmune conditions 

such as rheumatoid arthritis, inflammatory myositis, biliary cirrhosis, 
scleroderma, Hashimoto’s thyroiditis or lupus, while still being “mostly” 
Sjögren’s. These features may warrant certain anti-inflammatory inter-
ventions. This would include corticosteroids for inflamed muscles, drugs 
that promote more oxygen to dilate the vessels of the hands for individ-
uals with Raynaud’s (often seen with scleroderma or lupus), approaches 
that halt the development of erosions (bone destruction) with rheuma-
toid arthritis (e.g., anti-TNFs), ursodiol for biliary cirrhosis, antimalarials 
for subacute cutaneous lupus rashes in anti-SSA positive patients or thy-
roid. Identification of a secondary autoimmune overlap can often explain 
symptoms that may be profound but are not a part of Sjögren’s.

4. Don’t unnecessarily treat Sjögren’s for symptoms 
that are not related

Sjögren’s patients may have high blood pressure, depression and 
diabetes, as does 25% of the United States. Medications given for these 
conditions can make dry eye or dry mouth symptoms more severe. Treat-
ing such patients with anti-inflammatory medications or diuretics (water 
pills) is not advisable. Before altering one’s Sjögren’s medications or their 
environment, the physician should strive to rule out co-morbidities or 
co-existing circumstances that may seemingly worsen Sjögren’s symptoms. 
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After screening me, my eye doctor said I have Chronic 
Dry Eye caused by reduced tear production due to 
infl ammation. She told me she has this disease too 
and she prescribed what she uses: RESTASIS® 
(Cyclosporine Ophthalmic Emulsion) 0.05%. 

You can use artifi cial tears for temporary relief but they 
cannot help you make more of your own tears. Only 
continued use of prescription RESTASIS® twice a day, 
every day, can help you make more tears. Individual 
results may vary.

Approved Use
RESTASIS® Ophthalmic Emulsion helps increase 
your eyes’ natural ability to produce tears, which 
may be reduced by infl ammation due to Chronic Dry 
Eye. RESTASIS® did not increase tear production in 
patients using anti-infl ammatory eye drops or tear 
duct plugs. 

Important Safety Information
Do not use RESTASIS® Ophthalmic Emulsion if you 
are allergic to any of the ingredients. To help avoid eye 
injury and contamination, do not touch the vial tip to 
your eye or other surfaces. RESTASIS® should not be 
used while wearing contact lenses. If contact lenses 
are worn, they should be removed prior to use of 
RESTASIS® and may be reinserted after 15 minutes. 

The most common side effect is a temporary burning 
sensation. Other side effects include eye redness, 
discharge, watery eyes, eye pain, foreign body 
sensation, itching, stinging, and blurred vision.

You are encouraged to report negative side 
effects of prescription drugs to the FDA. Visit 
www.fda.gov/medwatch, or call 1-800-FDA-1088.

Please see next page for the Brief Summary of the 
full Product Information.

Call 1-866-271-6242 for more information.
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© 2014 Allergan, Inc., Irvine, CA 92612, U.S.A. 

used while wearing contact lenses. If contact lenses 
are worn, they should be removed prior to use of 

 and may be reinserted after 15 minutes. 

The most common side effect is a temporary burning 
sensation. Other side effects include eye redness, 
discharge, watery eyes, eye pain, foreign body 
sensation, itching, stinging, and blurred vision.

You are encouraged to report negative side 
effects of prescription drugs to the FDA. Visit 
www.fda.gov/medwatch, or call 1-800-FDA-1088.

Please see next page for the Brief Summary of the 

I told my eye doctor I’ve been 
using artifi cial tears often.“
But when she told me I have 
a disease called Chronic Dry 
Eye, that got my attention.
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a disease called Chronic Dry 
Eye, that got my attention.

””
Make more of your own tears. Available by prescription only.

For Chronic Dry Eye disease caused by 
reduced tear production due to infl ammation. 

Call your optometrist or 
ophthalmologist to get screened. 

Go to restasis.com. 
Take the Dry Eye Quiz and show 
the results to your eye doctor.
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RESTASIS® (Cyclosporine Ophthalmic Emulsion) 0.05%
BRIEF SUMMARY—PLEASE SEE THE RESTASIS® PACKAGE INSERT FOR  
FULL PRESCRIBING INFORMATION.
INDICATIONS AND USAGE
RESTASIS® ophthalmic emulsion is indicated to increase tear production in patients whose 
tear production is presumed to be suppressed due to ocular inflammation associated with 
keratoconjunctivitis sicca. Increased tear production was not seen in patients currently taking topical 
anti-inflammatory drugs or using punctal plugs.
CONTRAINDICATIONS
RESTASIS® is contraindicated in patients with known or suspected hypersensitivity to any of the 
ingredients in the formulation.
WARNINGS AND PRECAUTIONS
Potential for Eye Injury and Contamination
To avoid the potential for eye injury and contamination, be careful not to touch the vial tip to your eye 
or other surfaces.
Use with Contact Lenses
RESTASIS® should not be administered while wearing contact lenses. Patients with decreased 
tear production typically should not wear contact lenses. If contact lenses are worn, they should be 
removed prior to the administration of the emulsion. Lenses may be reinserted 15 minutes following 
administration of RESTASIS® ophthalmic emulsion.
ADVERSE REACTIONS
Clinical Trials Experience 
Because clinical trials are conducted under widely varying conditions, adverse reaction rates 
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of 
another drug and may not reflect the rates observed in practice.
In clinical trials, the most common adverse reaction following the use of RESTASIS® was ocular 
burning (17%).
Other reactions reported in 1% to 5% of patients included conjunctival hyperemia, discharge, 
epiphora, eye pain, foreign body sensation, pruritus, stinging, and visual disturbance (most  
often blurring).
Post-marketing Experience
The following adverse reactions have been identified during post approval use of RESTASIS®. Because 
these reactions are reported voluntarily from a population of uncertain size, it is not always possible to 
reliably estimate their frequency or establish a causal relationship to drug exposure. 
Reported reactions have included: hypersensitivity (including eye swelling, urticaria, rare cases 
of severe angioedema, face swelling, tongue swelling, pharyngeal edema, and dyspnea); and 
superficial injury of the eye (from the vial tip touching the eye during administration).  
USE IN SPECIFIC POPULATIONS
Pregnancy
Teratogenic Effects: Pregnancy Category C
Adverse effects were seen in reproduction studies in rats and rabbits only at dose levels toxic 
to dams. At toxic doses (rats at 30 mg/kg/day and rabbits at 100 mg/kg/day), cyclosporine oral 
solution, USP, was embryo- and fetotoxic as indicated by increased pre- and postnatal mortality and 
reduced fetal weight together with related skeletal retardations. These doses are 5,000 and 32,000 
times greater (normalized to body surface area), respectively, than the daily human dose of one drop 
(approximately 28 mcL) of 0.05% RESTASIS® twice daily into each eye of a 60 kg person (0.001 
mg/kg/day), assuming that the entire dose is absorbed. No evidence of embryofetal toxicity was 
observed in rats or rabbits receiving cyclosporine at oral doses up to 17 mg/kg/day or 30 mg/kg/day, 
respectively, during organogenesis. These doses in rats and rabbits are approximately 3,000 and 
10,000 times greater (normalized to body surface area), respectively, than the daily human dose.
Offspring of rats receiving a 45 mg/kg/day oral dose of cyclosporine from Day 15 of pregnancy until 
Day 21 postpartum, a maternally toxic level, exhibited an increase in postnatal mortality; this dose is 
7,000 times greater than the daily human topical dose (0.001 mg/kg/day) normalized to body surface 
area assuming that the entire dose is absorbed. No adverse events were observed at oral doses up 
to 15 mg/kg/day (2,000 times greater than the daily human dose).
There are no adequate and well-controlled studies of RESTASIS® in pregnant women. RESTASIS® 
should be administered to a pregnant woman only if clearly needed.

Nursing Mothers
Cyclosporine is known to be excreted in human milk following systemic administration, but excretion 
in human milk after topical treatment has not been investigated. Although blood concentrations are 
undetectable after topical administration of RESTASIS® ophthalmic emulsion, caution should be 
exercised when RESTASIS® is administered to a nursing woman.
Pediatric Use
The safety and efficacy of RESTASIS® ophthalmic emulsion have not been established in pediatric 
patients below the age of 16.
Geriatric Use
No overall difference in safety or effectiveness has been observed between elderly and  
younger patients.
NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility 
Carcinogenesis: Systemic carcinogenicity studies were carried out in male and female mice and 
rats. In the 78-week oral (diet) mouse study, at doses of 1, 4, and 16 mg/kg/day, evidence of a 
statistically significant trend was found for lymphocytic lymphomas in females, and the incidence of 
hepatocellular carcinomas in mid-dose males significantly exceeded the control value.
In the 24-month oral (diet) rat study, conducted at 0.5, 2, and 8 mg/kg/day, pancreatic islet 
cell adenomas significantly exceeded the control rate in the low dose level. The hepatocellular 
carcinomas and pancreatic islet cell adenomas were not dose related. The low doses in mice and 
rats are approximately 80 times greater (normalized to body surface area) than the daily human 
dose of one drop (approximately 28 mcL) of 0.05% RESTASIS® twice daily into each eye of a 60 kg 
person (0.001 mg/kg/day), assuming that the entire dose is absorbed. 
Mutagenesis: Cyclosporine has not been found to be mutagenic/genotoxic in the Ames Test, the V79-
HGPRT Test, the micronucleus test in mice and Chinese hamsters, the chromosome-aberration tests 
in Chinese hamster bone-marrow, the mouse dominant lethal assay, and the DNA-repair test in sperm 
from treated mice. A study analyzing sister chromatid exchange (SCE) induction by cyclosporine using 
human lymphocytes in vitro gave indication of a positive effect (i.e., induction of SCE).
Impairment of Fertility: No impairment in fertility was demonstrated in studies in male and female rats 
receiving oral doses of cyclosporine up to 15 mg/kg/day (approximately 2,000 times the human daily 
dose of 0.001 mg/kg/day normalized to body surface area) for 9 weeks (male) and 2 weeks (female) 
prior to mating.
PATIENT COUNSELING INFORMATION
Handling the Container
Advise patients to not allow the tip of the vial to touch the eye or any surface, as this may 
contaminate the emulsion. To avoid the potential for injury to the eye, advise patients to not touch the 
vial tip to their eye.
Use with Contact Lenses
RESTASIS® should not be administered while wearing contact lenses. Patients with decreased tear 
production typically should not wear contact lenses. Advise patients that if contact lenses are worn, 
they should be removed prior to the administration of the emulsion. Lenses may be reinserted 15 
minutes following administration of RESTASIS® ophthalmic emulsion.
Administration
Advise patients that the emulsion from one individual single-use vial is to be used immediately after 
opening for administration to one or both eyes, and the remaining contents should be discarded 
immediately after administration.
Rx Only

Based on package insert 71876US17 
©2014 Allergan, Inc.  
Irvine, CA 92612, U.S.A.  
® marks owned by Allergan, Inc.   APC76HF14 
Patented. See www.allergan.com/products/patent_notices 
Made in the U.S.A.

FILL A RESTASIS® (CYCLOSPORINE OPHTHALMIC EMULSION) 0.05% PRESCRIPTION 
AND WE’LL SEND YOU A REBATE CHECK FOR $20!* IT’S EASY TO GET YOUR REBATE. JUST FILL OUT THIS INFORMATION AND MAIL.

Follow these 3 steps:
1. Have your prescription for RESTASIS® filled at your pharmacy.
2. Circle your out-of-pocket purchase price on the receipt.
3.  Mail this certificate, along with your original pharmacy receipt  

(proof of purchase), to Allergan RESTASIS® Ophthalmic Emulsion 
$20 Rebate Program, P.O. Box 6513, West Caldwell, NJ 07007.

© 2014 Allergan, Inc., Irvine, CA 92612, U.S.A.   ® marks owned by Allergan, Inc.  Please allow 8 weeks for delivery of your rebate check.       APC84HR14 Certificate expires 12/31/2015

Last Name First MI

Street Address

City  State ZIP

* RESTASIS® Rebate Terms and Conditions: To receive a rebate for the amount of your prescription co-pay (up to $20), enclose this certificate and the ORIGINAL pharmacy receipt in an envelope and mail 
to Allergan RESTASIS® Ophthalmic Emulsion $20 Rebate Program, P.O. Box 6513, West Caldwell, NJ 07007. Please allow 8 weeks for receipt of rebate check. Prescriptions dated more than 60 days prior to 
the postmark date of your submission will not be accepted. One rebate per consumer. Duplicates will not be accepted. See rebate certificate for expiration date. Eligibility: Offer not valid for prescriptions 
reimbursed or paid under Medicare, Medicaid, or any similar federal or state healthcare program including any state medical or pharmaceutical assistance programs. Offer void where 
prohibited by law, taxed, or restricted. Amount of rebate not to exceed $20 or co-pay, whichever is less. This certificate may not be reproduced and must accompany your request for a rebate. 
Offer good only for one prescription of RESTASIS® Ophthalmic Emulsion and only in the USA and Puerto Rico. Allergan, Inc. reserves the right to rescind, revoke, and amend this offer without notice. You are 
responsible for reporting receipt of a rebate to any private insurer that pays for, or reimburses you for, any part of the prescription filled, using this certificate.

❑  Enroll me in the My Tears, My Rewards ® Program to save more!
❑   I am not a patient enrolled in Medicare, Medicaid, or any similar 

federal or state healthcare program.
For more information, please visit our website, www.restasis.com.
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 What to know 
about a Lip Biopsy
by Vidya Sankar, DMD, MHS

Vidya Sankar, DMD, MHS

The clinical presentation of Sjögren’s varies a great 
deal. While some patients will experience oral 
dryness and/or eye dryness alone, others may 

experience other symptoms such as fatigue, malaise, 
and/or arthralgia (joint pain) that vary in severity. Some 
may even experience systemic symptoms such as vas-
culitis or neuropathies. To complicate matters, many 
of these presenting symptoms are nonspecific and may 
be seen in various other medical conditions or as side 
effects of several medications. 

Unfortunately, there is no ONE test that can di-
agnose the disease. Therefore, results from multiple 
tests are usually evaluated when making a diagnosis 
and none of these tests are specific to Sjögren’s. Tests 
measuring salivary and lacrimal gland function (salivary 
and tear flow rates) can be affected by medications you 
take, other systemic illnesses, caffeine intake, the time 
of day the tests are obtained, as well as states of dehy-
dration. The most common blood test, anti-SSA autoan-
tibodies, are usually positive in only 30-70% of Sjögren’s 
patients and are not considered totally specific to the 
disease since they are found in 30% of lupus patients. 

When the diagnosis is not clear, tissue studies (bi-
opsy) such as the salivary gland biopsy are extremely 
helpful in diagnosing the disease. Inflammation and 
cells that respond to inflammation build up within 
the exocrine glands (salivary and lacrimal). As inflam-
mation increases, it obliterates and destroys normal 
functioning gland tissue. If the tissue cannot function 
or is destroyed, saliva and tears cannot be produced. 

You have two pairs of major salivary glands, the 

parotid (in front of the ears/cheek region) and sub-
mandibular (below the jaws/neck region) glands. 
Combined, these salivary glands produce about 90% of 
your saliva. In addition to those major salivary glands, 
there are about 750 minor salivary glands distributed 
throughout the mouth. They can be found just about 
anywhere within the oral cavity but are abundant 
inside the lips, cheeks and on the palate (roof of the 
mouth). Although there are so many of these minor 
glands, they only produce about 10% of total saliva. 
Biopsying the major salivary glands can be tricky due 
to the location of nerves and blood vessels within and 
throughout the glands and cosmetic concerns (biopsies 
are done through the skin of the face/neck). While 
the same pathological findings are seen in the lacrimal 
glands, their proximity to the eye makes it impractical 
to biopsy these glands. The minor salivary glands are 
very easy to access, biopsies are done within the mouth 
so esthetics are not an issue. For these reasons, the 
minor salivary glands are frequently selected for biopsy. 

The minor gland biopsy can be done under local 
anesthesia (xylocaine) administered directly to the 
area being biopsied. A small incision is made, less 
than ½ an inch, and around 4 glands are removed. The 
site is usually closed with a couple stitches and the 
procedure is over within 10-15 minutes. Patients are 
free to resume routine activities immediately but are 
cautioned about eating/chewing since they might bite 
their lip and not be aware of it due to the numbness. 
The numbness usually lasts for a couple hours. Once 
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5. Screening for head and neck emer-
gencies or flares associated with 
non-extraglandular Sjögren’s

Patients with Sjögren’s whose disease is confined to 
the salivary glands, eye, head and neck areas occasional-
ly develop complications, which may mandate emergent 
treatment. These include acute inflammation of the 
parotid gland (parotitis, or Mikulicz’s syndrome, with 
either a stone or focus of inflammation, treated with 
corticosteroids), corneal ulcerations, blocked salivary 
ducts (affecting the mouth), and dental caries or ab-
scesses. Most Sjögren’s patients see a dentist 2-3 times 
a year to get their teeth cleaned, and are often frequent 
return visitors to their otolaryngologist (ENT doctor).

Purchase Dr. Wallace’s talk, “Sjögren’s 

– Where Are We in Drug Development” from 

the 2016 SSF National Patient Conference 

on page 14. In his presentation, Dr. Wallace 

gives an update on clinical trials and thera-

pies that are in the pipeline for Sjögren’s. 

Your dermatologist can be your best resource and 
may be able to give you samples of products to try. 
Here are some basic dry skin tips that may help: 

l Use gloves when you are using strong soaps or 
chemicals to clean. One way to get in the habit 
is to keep a pair of gloves in several areas (i.e. 
kitchen, bathroom, garage).

l Avoid fabric softeners in the washer and dryer.
l After swimming, make certain that you shower 

and then immediately use a moisturizer. 
l Use warm, not hot, water for bathing and use 

soap sparingly (shampoo might also be drying to 
the rest of your body in the shower).

l Take short, warm baths or showers. They do not 
remove skin oils as completely as hot water. 

l Terry robes will dry you gently. Or after the 
shower, let yourself dry naturally to let the water’s 
moisture be absorbed by your skin. 

l After bathing, apply lotion as soon as possible to 
seal in moisture.

l Use a humidifier, especially if you have forced-heat, 
which is especially drying (for Sjögren’s patients, an 
optimal range of humidity is between 55% and 60% 
regardless of the ambient temperature). 

These tips are from the SSF Patient Education 
Sheet: Dry Skin by John R. Fenyk, Jr., MD. 

Visit www.sjogrens.org to learn more or view the 
education sheets directly at: http://www.sjogrens.org/ 
home/about-sjogrens/brochures-and-fact-sheets.  n

In summary, screening for the five features reviewed 
above, can prevent or promote early treatment of the 
overwhelming complications with Sjögren’s.  n

“Dry Skin” continued from page 1 t
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“LOVE, LOVE, LOVE the 
HYDRO 1000 and LIPID 
DEFENSE serums, plus the 
Black Diamond moisture repair 
cream. So glad I found 
something that works for my 
Sjogren’s ravaged skin.”        
 ~Sandy B.

 
“I love all these products and 
they really are making an
amazing difference in my skin.”  
 ~Victoria D.

PEAK10SKIN.com

© Breck Edge, LLC 2016

The search 
for dry skin
solutions
is over!

*PEAK10SKIN was a sponsor for 
the SSF patient conference in Seattle.

All Sjogren’s Syndrome patients
& their family may enjoy

30% off!
Use coupon code: moistureseekers

www.PEAK10SKIN.com

Here’s what your fellow Sjogren’s patients
are saying about PEAK 10 SKIN:

the anesthesia wears off, routine over the counter 
pain medications such as ibuprofen or acetaminophen 
are sufficient to manage the post-operative pain. The 
biopsy site heals quickly with little to no scaring. If 
scars do develop, they are inside of the mouth so it is 
of little to no esthetic concern. Side effects include 
minimal post-operative bleeding which is usually 
controlled by the stitches as well as placing gauze pads 
with a little pressure. This typically lasts for a few min-
utes up to an hour. Swelling can occur- reaching its 
peak 2-3 days after the procedure and then resolves. 
Infections are rare. Prolonged numbness or tingling in 
the area has been reported in about 5% of patients. A 
majority of these patients with prolonged numbness/
tingling, regain normal sensations within several weeks 
to months. A number of medications, both prescrip-
tion and herbal, may have an impact on bleeding and 
ability to heal. Therefore, it is important to tell your 
doctor about them so that the appropriate measures 
can be taken to minimize these events. 

Biopsies should be performed by individuals who 
are familiar with lip biopsy procedures, this includes 
Oral Medicine specialists, and certain Oral Surgeons 
and Otolaryngologists (ENTs). Once the specimens 
are obtained, the tissue should be sent to Oral Pathol-
ogists who are familiar with the specific inflammatory 
characteristics and patterns associated with Sjögren’s 
for diagnosis. 

Although not routine, multiple biopsies have proven 
to be a useful tool in assessing patient’s responses 
to treatment. Some research studies have looked for 
changes in the minor salivary glands before and after 
treatment to determine if certain medications are ca-
pable of lowering the inflammation within the glands 
and if the reduced inflammation is associated with 
restoration of normal gland function. 

The minor gland lip biopsy is a safe procedure and 
can be instrumental when it comes to diagnosing 
Sjögren’s. Understanding the role of the biopsy in 
diagnosis and what to expect when undergoing the 
procedure may help patients seek out physicians when 
making the determination to have the biopsy. n

“Lip Biopsy” continued from page 5 t
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Ask the SSF Staff
by Kathy Hammitt, SSF Vice President of Medical & Scientific Affairs 

Q “I heard that you need a positive lip biopsy  
result to participate in a Sjögren’s clinical trial.  
Why is that required?” 

AA lip biopsy is frequently required for a patient to participate in a 
clinical trial for Sjögren’s. The results, however, do not necessarily 
have to be positive in order to participate if a sufficient number of 

other tests are positive for Sjögren’s. Eligibility to enroll in a trial depends 
on the “inclusion criteria” which a person has to meet. In addition, a lip 

biopsy might be required by a specific trial for assessing the success of a 
therapy. 

All clinical trials for Sjögren’s have to have some way of determining 
whether a patient definitely has Sjögren’s or not, or the information gained 
from the trial cannot be proven to be beneficial specifically for Sjögren’s 
patients. A lip biopsy is still considered the gold standard for diagnosing 
Sjögren’s, as it is the only objective test available that can demonstrate with 
a high level of certainty that someone, indeed, has Sjögren’s. As a result, a 

lip biopsy often is specifically required when screening patients to make sure those entering a 
clinical trial have the disease. 

The inclusion criteria for a trial often simply state that a person must satisfy the rules for a 
Sjögren’s diagnosis according to an accepted, published set of criteria. To meet these rules, most 
patients will need to undergo a lip biopsy. However, the procedure isn’t always necessary if the 
patient meets a majority of other criteria involving positive blood test results and tests demonstrat-
ing the presence of dry eye and/or dry mouth. The requirement depends on a specific company’s 
protocol. The professionals managing the trial can always tell you if a lip biopsy is required. 

In addition to being useful for a precise diagnosis, a lip biopsy might be important for deter-
mining how well a therapy works. The tissue obtained through a lip biopsy can show microscopic 
changes with use of a therapy and can be one way to show how a therapy is affecting your dis-
ease. In this case, one biopsy will be done before and another after therapy. Sometimes, patients 
will be given a choice between a lip biopsy and a parotid gland biopsy. 

For diagnosis of other diseases or symptoms, people undergo biopsies, for example, of the 
kidney, esophagus, GI tract, skin, liver, or lymph nodes. Comparatively, the lip biopsy in Sjögren’s 
is a relatively simple procedure. Ultimately, remember that in order to find a treatment for this 
devastating disease, clinical trials are critically important. Participating in a successful clinical 
trial can lead to a new systemic therapy that can reduce the severity of symptoms and prevent 
complications and deliver a much better quality of life for all Sjögren’s patients! 

The Sjögren’s Syndrome Foundation is working hard to ensure that our knowledge and tools 
for treatment are expanded so that better ways are discovered for diagnosing Sjögren’s and 
measuring how treatments work. The importance of the lip biopsy could change in the future as 
new ways of testing become available (such as discovering new biomarkers associated specifically 
with Sjögren’s or validating new tests such as parotid gland ultrasound).  n
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You Stood Up!
You Stood Up: World Sjögren’s Day Raises $11,483!

World Sjögren’s Day was created to commem-
orate the birthday of Dr. Henrik Sjögren, the 
Swedish ophthalmologist who discovered 

the disease in 1933.
This year, on July 23rd and what would have been 

Dr. Sjögren’s 117th birthday, the SSF community came 
together to recognize advancements made in Sjögren’s 
this past year and raise funds to continue moving the 
field of Sjögren’s forward. We encouraged patients, 
their family and friends and everyone else touched by 
Sjögren’s to take action by sharing their story.

Thanks to your generosity, we raised an incredible 
$11,483 to help advance research and awareness for 
this debilitating disease in honor of all patients.

Together, we will transform the future of Sjögren’s! n

Dr. Henrik Sjögren

2016 SSF Event Fall Calendar 
SEPTEMBER
Cycle for Sjögren’s on Sunday, September 18, 2016 in Chico, CA 
Sjögren’s Comedy Night on Saturday, September 24, 2016 in Harrisburg, PA

OCTOBER
Vermont Trail Run on Saturday, October 8, 2016 in Burlington, VT 
Team Sjögren’s Denver on Sunday, October 16, 2016 in Denver, CO 
Northern Virginia Sip for Sjögren’s on Sunday, October 23, 2016 in Herndon, VA

NOVEMBER
Houston Walkabout on Saturday, November 12, 2016 in Houston, TX

If there is already an event in your area and you 

would like to get involved, or learn about starting 

one, please visit www.sjogrens.org or contact us 

at (301) 530-4420 x207





Each fall your local United Way, Combined Federal Cam-
paign, state employee, and private employer payroll deduction 
campaigns begin. We hope you will remember the Sjögren’s 
Syndrome Foundation when choosing where to allocate your 
donation. (CFC #10603)

If we are not listed on the contribution form, you usually may 
write in the Sjögren’s Syndrome Foundation.

Tell your co-workers, friends, and family members how 
important it is to choose and write in the Sjögren’s Syndrome 
Foundation on their campaign form, too.

If your employers will not allow you to write in the Sjögren’s 
Syndrome Foundation, remind them that we are a national 
non-profit 501(C3) organization and qualify for most payroll 

deduction campaigns. If they need more information, please 
contact the Foundation at 800-475-6473 and ask for Elizabeth 
Trocchio.

Just think – every dollar counts.

Last year alone – thanks to those who chose to give through 
their employer’s payroll campaign – the Sjögren’s Syndrome 
Foundation was able to increase its Research and Awareness 
commitments.

Remember, the Foundation has received the:

IT’S TIME
United Way • Combined Federal Campaign • State Payroll Deduction
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SSF in Action!
U.S. Food and Drug Administration Logo Sheet 1298.01

Steven Taylor, Kathy Hammitt, and Dr. Frederick Vivino

In July, the SSF sat down with leadership from the 
U.S. Food and Drug Administration (FDA) to talk 
about our shared commitment of getting safe, ef-

fective, new therapeutics developed to treat Sjögren’s. 
Steven Taylor, SSF CEO, Kathy Hammitt, SSF VP of 
Scientific and Medical Affairs, Frederick Vivino, MD, 
FACR, Chief of Rheumatology, Presbyterian Medical 
Center, University of Pennsylvania, and Sarah Martin, 
MS, PhD, SSF Director of Advocacy and Scientific 
Affairs, represented the SSF at the meeting. Specifi-
cally, the meeting focused on discussion of the oppor-
tunities and challenges in designing clinical trials for 
Sjögren’s and how to ensure that those trials have the 
best possible chance of success. 

The meeting was extremely productive and the 
SSF learned a great deal about what the FDA will 
expect from clinical trial sponsors as well as clinical 
endpoints. During the meeting, SSF leadership gained 
new appreciation for FDA’s willingness to be flexi-
ble with regard to clinical effectiveness measures as 
long as those measures were both appropriate to the 
disease/therapeutic and rigorously executed. Further-
more, the FDA was keenly interested in continuing 
to work with SSF to ensure that the patient voice is 
heard, captured and considered. 

This meeting was a great step forward but the SSF 
is looking forward to continued dialogue with the FDA 

as the Foundation continues to represent all Sjögren’s 
patients! Moving forward, the SSF will continue to 
bring all relevant stakeholders together to work with 
the FDA. Already, SSF held a conference call of our 
Clinical Trials Consortium, composed of corporate 
partners and key Sjögren’s opinion leaders, to discuss 
the outcomes of the FDA meeting.  n
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Get all the vital information you need on an 
audio CD!

Audio CDs of the most popular talks from our  
2016 National Patient Conference in Seattle, WA  
will be available soon.

The most popular talks from the 2016 National Pa-
tient Conference held in Seattle, Washington, are 
available for purchase as audio CDs. Each talk is 
30-40 minutes long and comes with the handouts 
used by the presenter.

Buy just the talks you want to hear or purchase the 
whole set!

 Non-
 Member Member Qty. Total

Sjögren’s Overview by Timothy B. Niewold, MD $30 $18

Oral Manifestations of Sjögren’s by Ava J. Wu, DDS $30 $18

Dry Skin and Dermatological Issues by John R. Fenyk, Jr., MD $30 $18

An Inside Look at Sjögren’s and Gluten-Free Diets by Keith Wilkinson, NMD $30 $18

Ocular Manifestations of Sjögren’s by Majid Moshirfar, MD $30 $18

Sjögren’s – Where Are We in Drug Development? by Daniel J. Wallace, MD $30 $18

Gynecological Issues with Sjögren’s by Rita Melkonian, MD $30 $18

Examining Sjögren’s – Case by Case by Nancy Carteron, MD $30 $18

Fatigue and Sjögren’s by Donald E. Thomas, Jr., MD $30 $18
Maryland Residents add 6% sales tax

Shipping and Handling:
U.S. Mail: $5 for first item + $3 for each additional item
Canada: $14 for first item + $3 for each additional item
Overseas: $22 for first item + $3 for each additional item

 Total Amount Due

o Enclosed is a check or money order (in U.S. funds only, drawn on a U.S. bank, net of all bank charges) payable to SSF.

o MasterCard  o VISA  o Discover  o AmEx  Card Number  _______________________________________________________________________________________________

Exp. Date   _________________   Security Code  _________________    Signature  ___________________________________________________________________________________________

Mail to SSF: BB&T Bank • PO Box 890612 • Charlotte, NC 28289-0612  
or Fax to: 301-530-4415

Name  ________________________________________________________________________________________________________

Address  ______________________________________________________________________________________________________

City  ________________________________________________________   State  ___________    Zip  ______________________

Telephone  ______________________________    E-Mail  _________________________________________________________

Missed the 2016 National  
                         Patient Conference?



What is Bold Blue Day? 

Imagine your colleagues or classmates 
trading in their tailored slacks or dresses for a 

day in blue jeans or bold blue to raise vital 
funds for Sjögren’s research and awareness. 

    Ask your company or your school (even your 
kid’s school) to consider doing a dress down day for 

the SSF.  

   How does it work?  

   Each person choosing to dress down would donate a 
 suggested amount to the SSF as their fee for participating. 
Some companies suggest $5 while others companies/schools 
let each person decide how much they want to donate.

     What if your company doesn’t  
 ever allow jeans? 

Then just have a BOLD BLUE DAY – where on a certain day 
everyone chooses to wear their favorite BOLD BLUE outfit! Then 
collect donations for the SSF that day as well.

To receive more information or have a “Bold Blue Day” kit sent  
 to you, contact Bess Atkinson at (800) 475-6473 ext. 218 or  

 batkinson@sjogrens.org to receive your “Bold Blue Day” kit.

Coordinate a

Bold Blue Day
    for Sjögren’s!



The Moisture Seekers
Sjögren’s Syndrome Foundation Inc.
6707 Democracy Blvd., Ste 325
Bethesda, MD 20817

Phone: 800-475-6473 
Fax: 301-530-4415

If you would like to receive this newsletter but are not currently an SSF Member, please contact us! 800-475-6473

A Single Kit Includes: 
l SSF Awareness Bracelet
l Team Sjögren’s T-shirt, with  

Turkey Trot logo on the front!
l Certificate of Participation
l “What is Sjögren’s?” Brochure
l SSF Reusable Shopping Bag 

Price: $30 plus shipping and handling 

Team Sjögren’s 
Goes Turkey!

This Thanksgiving, we hope you will 
consider participating in your community 
Turkey Trot as member of Team Sjögren’s! 

What a great way to start your day of 
giving thanks – by purchasing a Team 
Sjögren’s Turkey Trot Kit and walking or 
running with others in your area, increasing 
awareness for Sjögren’s and helping raise 
crucial funds for Sjögren’s research. 

We hope you consider creating your own 
Turkey Trot by asking family and friends 
to join you for a morning walk on Thanks-
giving in your neighborhood while wearing 
your Team Sjögren’s T-shirts! You can  
also find a local Turkey Trot by visiting  
www.active.com or in your local newspaper. 

Order your Team Sjögren’s Turkey Trot-
Kit by calling 800-475-6473 or online at  
www.sjogrens.org. Additional T-shirts can 
be added to a Kit by calling the SSF office.

A Two-Person Kit Includes: 
l 2 SSF Awareness Bracelets
l 2 Team Sjögren’s T-shirts, with  

Turkey Trot logo on the front!
l 2 Certificates of Participation
l 2 “What is Sjögren’s?” Brochures
l 2 SSF Reusable Shopping Bags
l 1 SSF Picnic/ Stadium Blanket

Price: $55 plus shipping and handling 


