UMDNJ-ROBERT WOOD JOHONSON MEDICAL SCHOOL

POINT OF CARE TESTING PROGRAM


PHYSICIAN PERFORMED MICROSCOPY             

Purpose

Physician Performed Microscopy is a subcategory of the Moderate Complexity CLIA category. A proper certificate, Certificate for PPM, is required in order to provide microscopy at a Point of Care location. In addition, in the State of New Jersey, clinical laboratory licensure is required. To ensure that all Provider Performed Microscopy Procedures (PPMPs) are performed properly within the University of Medicine and Dentistry of New Jersey – Robert Wood Johnson Medical School and in accordance with state and federal regulation, Robert Wood Johnson Medical School Department of Pathology and Laboratory Medicine has established this policy regarding PPMP.

Scope 

The UMDNJ - Robert Wood Johnson Medical School has delegated the authority to approve and monitor performance of all PPMP’s within the enterprise to the Department of Pathology and Laboratory Medicine. All microscopic results of a patient must be documented in the patients chart.

If there is any question about the results, send a specimen to the lab for further evaluation.
Regulatory Compliance
The Clinical Laboratory Improvement Amendment of 1988 (CLIA '88) requires all sites performing laboratory testing to: 

1. Obtain the appropriate CLIA certificate of registration/accreditation 

2. Submit to inspections conducted by an HCFA approved accrediting agency; and 

3. To maintain a valid certificate of accreditation. 

The New Jersey Department of Health requires all RWJMS clinical sites to obtain a clinical laboratory license in order to perform PPMPs. The Department of Pathology and Laboratory Medicine acts on behalf of the UMDNJ – Robert Wood Johnson Medical School to obtain appropriate state licensure and CLIA registration.

Guidelines 

Performance of PPM is limited to procedures and methods listed below:

· Wet Prep

· Urine Sediment

· Fern Test

· KOH prep: skin, nails, or hair

Specimen Preparation/Test Performance

* Wet Prep:

1. Place 1 ml of normal saline into a test tube. Label the test tube with the patient’s name.

2. Insert vaginal speculum that has been moistened with warm water into patient’s vagina. Do not use any lubricant other than water; it may interfere with slide analysis. Expose the cervix and vaginal mucosa. Note the appearance, color, amount, odor, and constancy of any vaginal secretions.

3. Collect samples on two swabs.

4. Quickly place one swab in the test tube of saline. Avoid touching the side of the tube. The other swab will be used to test the pH.  pH paper is a reagent that requires PT, etc.  We need to list it as a test!!!  Same thing below!
5. To test the pH, wipe a small amount of the vaginal secretions onto the pH paper. Compare the color reaction with the pH reference scale. Do not use the swab that you put into saline. The pH will not be valid if blood is present, patient recently douched, or patient recently had intercourse.

6. Gently mix the second swab in the tube of saline.

7. Place a drop of specimen-saline mixture on a clean glass slide by touching the dripping swab to the slide surface. The preparation should be very “wet” so be sure there is a good-size drop of specimen-saline mixture on the slide.   Place a coverslip over the specimen-saline mixture on the slide. 

8. On another slide place a drop of specimen-saline mixture. Then add 1 drop of 10% KOH solution to that slide. Place a coverslip over the specimen-saline & 10% KOH slide. Let slide sit for 2 -5 minutes for clearing and digestion to occur.

9. Examine the saline wet mount and the KOH prep slides under low-power (10x) and then high-power (40x).

10. Consult an atlas for help with identification of elements seen on the slides.

11. Once the doctor has viewed the wet mount, then add a drop of 10% KOH to the saline solution. Using the swab in the saline solution smell the swab. A fishy (amine) odor is a positive whiff test.

* Urine Sediment
1. Instruct patient to obtain a clean catch urine in a container labeled with the patient’s name.

2. Mix the urine specimen and place 10-15 ml of urine into a centrifuge tube, and centrifuge at 2000 rpm for about 5 minutes.

3. Pour off the supernatant fluid and resuspend the sediment in the urine that drains back down from the sides of the tube. Approx. 1ml of sediment and supernatant should remain in the tube.

4. Flick the bottom of the tube to mix the sediment, and place a drop of sediment on a clean slide.

5. Cover with a cover slip and examine immediately.

6. Consult an atlas for help with identification of elements seen on the slide.

Note: First scan the specimen on low power then high power. Adjust the lighting, some structures can be missed if there is too much light. Fine focus adjustment should be continuously adjusted up and down to be sure not to miss structures on different focal planes

* Fern Test

1. Insert vaginal speculum, which is moistened with warm water, into the patient’s vagina.

2. Collect a sample of fluid from the vaginal fornix onto a sterile cotton swab. (avoid the cervix)

3. Touch the specimen swab on a strip of pH paper, and then roll the swab in a clean glass microscope slide, creating a thin film. Set aside to air dry. Allow the slide to dry completely before examining it—at least  10 minutes.

4. Immediately examine the pH paper and compare the color to the color chart provided.

5. Examine the slide under low power without a cover slip for the typical ferning pattern.

6. Consult an atlas for help with identification of elements seen on the slide.

* Skin Scraping
1. Clean skin lesion with soap and water to remove dirt, oil, and any cosmetics or lotions. Then  cleanse the area with gauze that has been soaked in 70% alcohol. Be sure to remove any remaining soap.

2. Scrape the peripheral area of a lesion with a sterile knife blade. Scraping should be fairly deep and from an active, outer border of the lesion. (Scaly lesions should be scraped and the top of vesicles or pustules should be cut for examination.) 

3. Place scraping in the center of a clean glass microscope slide.

4. Add a drop of KOH reagent and cover with a coverslip.

5. Heat gently by passing the slide through a flame four or five times.

6. Examine the slide with the low-power (10x) objective for the presence of hyphae, spores, or yeast. Confirm possible fungal elements with the high power(40x) objective. (Note: Thicker specimen may require additional time for the KOH to dissolve the epithelial cells. The slide may sit at room temperature for 5-15 minutes to allow clearing of thicker specimens.) 

7. Consult an atlas for help with identification of elements seen on the slide.

* Nail Scrapings

1. Scales on the surfaces of the nail, or between the nail and the bed should be collected by scraping with a knife blade. The most desirable material for examination is the waxy, sub-ungual debris. Nail clipping are not ideal for KOH prep and fungal cultures. If clipping are used, they should be ground or minced before processing.

2. Follow steps 3-6 of the procedure  for skin scrapings. Note: Nail scraping may take longer to clear than skin scrapings. 

3. Consult an atlas for help with identification of elements seen on the slide.

Competency
Within a given practice, faculty will declare which PPMPs they are competent in performing. A document outlining such information will be submitted to POCT Central Administration along with a request to permit testing. Each faculty member will be registered for twice annual competency assessment specific to the PPMP which they perform. Competency Assessment will be administered online using the University of Washington Department of Laboratory Medicine’s Competency Assessment program http://www.medtraining.org/ppmp/.  An atlas may be used when doing the competency assessment.

Proficiency Testing:
Proficiency testing (PT) consists of periodic unknown “tests” whose results are not known to the person performing the test.  Results are sent to the PT provider who then grades providers’ performance on the test.  The results are used by licensing and accrediting authorities.  Failure to complete Proficiency Testing (PT) successfully, or to take appropriate corrective action can jeopardize accreditation or licensure. 

PT will require evaluation of photomicrographs. Tests will consist of a set of unknown slides and will be made available through the UDL Web site, email, or on paper. Two to three times per year, healthcare providers will be notified via e-mail with specific instructions on accessing the test and the deadline for completing it. An atlas may be used when examining the PT slides. Evaluations will be returned to the providers when the PT provider’s evaluation is received by the POCT office.

Grading/Remediation:

Successful completion of competency assessment and proficiency testing challenges is required.  For each set of test questions, providers are permitted one incorrect answer (i.e., with 5 samples, minimum passing score is 80%; with 3 samples, minimum passing score is 66%).

· Providers scoring less than the minimum passing score will, on the first occurrence, be encouraged to review the subject material.  Providers may select educational materials of their choosing, or use the Lab Training Library which is available on CD-ROM through the POCT program. 

· Providers scoring less than the minimum passing score on two consecutive challenges will be required to provide evidence that they have successfully completed remediation by submitting a post-training test from the educational materials that they used.

· If a provider’s scores are significantly or consistently below passing, or the UMG POCT program may require specific remediation activities, which may include specific printed materials and/or in-person training sessions, at the physician-provider’s expense.
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