





Examples of contested recommendations

Contested recommendations
ahoratory test is required to confirm diagnosis of non-EM Lyme

rophylaxis
hort term treatment regimens 14-21 days for early Lyme disease

reatment modality restrictions
)efinition of late Lyme disease requires objective findings

rt term treatment regimens for late Lyme

evidence of persistence

t Lyme Disease Syndrome Definition







Calculated Actual sample
sample size size

Klempner seropositive

Klempner seronegative

Fallon
Krupp




‘Outcome | Soaks |_Cantral Sianificance

25%
31to 41

amnonent score (MCS) Klempner 31to36 261to 46 Not significas -
















Condition

Antibiotic therapy for
individual with symptoms
beyond 6 months

Other antimicrobial, drug
regimens, or other modalities

2006 IDSA

| — Strongest evidence
E- Strongly against
I11 — Weakest evidence







Condition 2006 IDSA Suggested
changes

Antibiotic therapy for E-1

individual with symptoms E- Strongly against B- Moderately in favor
beyond 6 months | — Strongest evidence I1- Moderate evidence

(Supports treatment)

Other antimicrobial, drug E-111
regimens, or other modalities E- Strongly against B- Moderately in favor

1l — Weakest evidence Il - Moderate evidence
Supports use










Diabetes

o~ F
37 |

30 32 34 36 38 40 42 44 46 48 50 52 54 56


































Overview of contested recommendations with flaws

baratory test is required to confirm Laboratory tests too insensitive to rule out diagnosis
cliagnosis of non-EM Lyme
ophylaxis Single study using inappropriate end point—development
of EM rash with no assessment after 6 weeks
ort term treatment regimens 14-21 Unacceptably high treatment failures rates ranging from
days for early Lyme disease 5-40% on intent to treat analysis
gatment modality restrictions Scientific studies support many of these modalities
efinition of late Lyme disease requires Requirements of objective findings are premature.
objective findings Appropriate objective markers not yet been determined.
Studies support subjective symptoms as part of spectrum
of disease.
ort term treatment regimens for late Unacceptably high treatment failure rates (exceed 65%)
Lyme Aggregate sample size 96 patients
D evidence of persistence Persistence has been demonstrated in animals (mice, dogs,

ponies) and some humans
Invasive human studies not feasible
Lyme Disease Syndrome Definition Research entrance criteria only
Hypothesis not validated
Patients with subjective symptoms occur































