
 

Substantial percentage of patients surveyed
report new visual symptoms following
LASIK surgery

November 23 2016

In a study published online by JAMA Ophthalmology, Malvina
Eydelman, M.D., of the U.S. Food and Drug Administration, Silver
Spring, Md., and colleagues examined the frequency of patient-reported
visual symptoms, dry eye symptoms, satisfaction with vision, and
satisfaction with laser insitu keratomileusis (LASIK) surgery in the
Patient-Reported Outcomes With LASIK (PROWL) studies.

The PROWL-1 study was a single-military center study of 262 active-
duty Navy personnel (average age, 29 years). The PROWL-2 study was a
study of 312 civilians (average age, 32 years) conducted at 5 private
practice and academic centers. The LASIK surgery and the postoperative
care were performed based on the usual practice and clinical judgment
at the site. Participants completed a self-administered, web-based
questionnaire, preoperatively and postoperatively at 1 and 3 months (the
PROWL-1 and -2 studies) and at 6 months (the PROWL-2 study).

Results of the questionnaire indicated that visual symptoms and
dissatisfaction with vision were common preoperatively. Overall, the
prevalence of visual symptoms and dry eye symptoms decreased,
although a substantial percentage of participants reported new visual
symptoms (double images, glare, halos. and/or starbursts) after surgery
(43 percent from the PROWL-1 study and 46 percent from the
PROWL-2 study at 3 months).
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The percentages of participants in the PROWL-1 study with normal
Ocular Surface Disease Index scores (an assessment of symptoms related
to dry eye disease and their effect on vision) were 55 percent at baseline,
66 percent at 3 months, and 73 percent at 6 months. The percentages of
participants in the PROWL-2 study with normal Ocular Surface Disease
Index scores were 44 percent at baseline and 65 percent at 3 months. Of
those participants who had normal scores at baseline in both the
PROWL-1 and -2 studies, about 28 percent had mild, moderate, or
severe dry eye symptoms at 3 months. While most participants were
satisfied, the rates of dissatisfaction with vision ranged from 1 to 4
percent, and the rates of dissatisfaction with surgery ranged from 1 to 2
percent.

"To our knowledge, our study is one of the few that have reported the
development of new visual symptoms. While the overall prevalence of
visual symptoms decreased, a large percentage of participants with no
symptoms preoperatively reported new visual symptoms postoperatively.
How much of this was regression to the mean and how much a
development of new symptoms cannot be determined," the authors write.

"Our study showed that patients were more likely to report visual and
ocular symptoms on an online questionnaire than to their health care
professional. Based on our findings, this approach may substantially
underestimate the rates of symptoms by a factor of 2 to 4."

"By making the PROWL questionnaire publicly available, the
ophthalmic community will have a tool to conduct further research on
LASIK surgery. Administering the questionnaire to patients
preoperatively and postoperatively will allow us to more accurately
assess visual and ocular symptoms and satisfaction in clinical trials. A
better understanding of the patients' perceptions following this
procedure will lead to better outcomes and will provide better
information for informed consent to patients considering LASIK
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surgery," the researchers conclude.

  More information: JAMA Ophthalmol. Published online November
23, 2016.DOI: 10.1001/jamaophthalmol.2016.4587
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