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Abstract

Background To Our Knowledge, Verum Acupuncture Has Never Been Directly Compared With Sham
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712125, 9:54 AM German Acupuncture Trials (Gerac) For Chronic Low Back Pain: Randomized, Multicenter, Blinded, Parallel-Group Trial With 3 Grou...
Methods A Patient- And Observer-Blinded Randomized Controlled Trial Conducted In Germany Involving
340 Outpatient Practices, Including 1162 Patients Aged 18 To 86 Years (Mean + Sd Age, 50 + 15 Years) With
A History Of Chronic Low Back Pain For A Mean Of 8 Years. Patients Underwent Ten 30-Minute Sessions,
Generally 2 Sessions Per Week, Of Verum Acupuncture (N = 387) According To Principles Of Traditional
Chinese Medicine; Sham Acupuncture (N = 387) Consisting Of Superficial Needling At Nonacupuncture
Points; Or Conventional Therapy, A Combination Of Drugs, Physical Therapy, And Exercise (N = 388). Five
Additional Sessions Were Offered To Patients Who Had A Partial Response To Treatment (10%-50%
Reduction In Pain Intensity). Primary Outcome Was Response After 6 Months, Defined As 33%
Improvement Or Better On 3 Pain-Related Items On The Von Korff Chronic Pain Grade Scale Questionnaire
Or 12% Improvement Or Better On The Back-Specific Hanover Functional Ability Questionnaire. Patients
Who Were Unblinded Or Had Recourse To Other Than Permitted Concomitant Therapies During Follow-Up

Were Classified As Nonresponders Regardless Of Symptom Improvement.

Results At 6 Months, Response Rate Was 47.6% In The Verum Acupuncture Group, 44.2% In The Sham
Acupuncture Group, And 27.4% In The Conventional Therapy Group. Differences Among Groups Were As
Follows: Verum Vs Sham, 3.4% (95% Confidence Interval, =3.7% To 10.3%; P = .39); Verum Vs
Conventional Therapy, 20.2% (95% Confidence Interval, 13.4% To 26.7%; P < .001); And Sham Vs
Conventional Therapy, 16.8% (95% Confidence Interval, 10.1% To 23.4%; P < .001.

Conclusions Low Back Pain Improved After Acupuncture Treatment For At Least 6 Months. Effectiveness

Of Acupuncture, Either Verum Or Sham, Was Almost Twice That Of Conventional Therapy.
Advertisement

Low Back Pain Is A Common, Impairing, And Disabling Condition, Often Long-Term, With An Estimated
Lifetime Prevalence Of 70% To 85%. It Is The Second Most Common Pain For Which Physician Treatment
Is Sought And A Major Reason For Absenteeism And Disability.1'2 Considering Direct And Indirect Costs In
Terms Of Health Care And Lost Productivity, The Annual Cost Of Low Back Pain To Society Is Staggering.z-3

National And International Guidelines Do Not Recommend One Treatment Over Another. While Many
Treatment Methods Have Been Tried, Including Behavioral Modifications, Nonsteroidal Anti-Inflammatory
Drugs, And Physiotherapy, Randomized Controlled Trials Have Failed To Demonstrate That Any Of These Is
Clearly More Effective For Relieving Pain Or Improving Functional Outcomes.* Thus, Acupuncture Is
Increasingly Used As An Alternative Therapy. However, The Value Of Acupuncture For The Treatment Of
Low Back Pain Is Still Controversial. A Recent Cochrane Review Could Only Conclude That Acupuncture
May Be Useful As An Adjunct To Other Therapies.” To Our Knowledge, No Studies Have Directly Compared
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Methods

Study Design And Participants

The Design Of This Multicenter, Randomized Trial Has Been Described.? Main Inclusion Criteria Were As
Follows: Age 18 Years Or Older, Clinical Diagnosis Of Chronic Low Back Pain For 6 Months Or Longer, Mean
Von Korff Chronic Pain Grade Score’ Of Grade 1 Or Higher And A Hanover Functional Ability Questionnaire
Score Of Less Than 70%,8 No Previous Acupuncture For Treatment Of Chronic Low Back Pain, And Signed
Informed Consent. Primary Exclusion Criteria Were Previous Spinal Surgery; Previous Spinal Fractures,
Infectious, Or Tumorous Spondylopathy; And Chronic Pain Caused By Other Diseases® (Table 1). Patients
Were Made Aware Of The Study Through Newspapers, Magazines, Radio, And Television. A List Of
Physicians Participating In The Randomized Trials Was Available On The Internet Or Could Be Requested
From The Medical Insurance Companies Or The Study Center. Only Patients Who Had Been Therapy-Free
For At Least 7 Days Were Eligible For Screening. Figure 1 Shows Participant Progress Through The Study.
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Figure 1.
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German Acupuncture Trials (Gerac) For Chronic Low Back Pain: Randomized, Multicenter, Blinded, Parallel-Group Trial With 3 Grou...

1802 Participants assessed

for eligibility

640 Participants were excluded

342 Insufficient severity (HFAQ)
— 233 Met exclusion criteria
44 Withdrew informed consent
21 For other reasons

1162 Participants were
randomized

387 Allocated to verum
acupuncture
387 ITT

387 Allocated to sham
acupuncture
387 ITT

388 Allocated to sham
acupuncture
1 Excluded for
pregnancy
387 ITT

l

l

370 at 6-wk Assessment
17 Missed assessment

375 at 6-wk Assessment
12 Missed assessment

361 at 6-wk Assessment
26 Missed assessment

l

l

l

373 at 3-mo Assessment
14 Missed assessment

376 at 3-mo Assessment
11 Missed assessment

361 at 3-mo Assessment
26 Missed assessment

l

l

l

377 at 6-mo Assessment
10 Missed assessment

376 at 6-mo Assessment
11 Missed assessment

364 at 6-mo Assessment
25 Missed assessment

Participant Flowsheet. Hfaq Indicates Hanover Functional Ability Questionnaire; Itt, Intention To Treat.
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Table 1. Eligibility Criteria

|
Inclusion Criteria
Signed written informed consent
Clinical diagnosis of chronic low back pain for 6 mo or longer
CPGS grade | and HFAQ less than 70%
Therapy-free interval 7 d or longer
Older than 18 y
Ability to speak, read, and write German
Exclusion criteria
Treatment with needle acupuncture for low back pain at any time in
the past
Treatment with needle acupuncture for any other indication within
the last year
History of spinal fracture (eg, osteoporosis or trauma) or disc or
spinal surgery
Infections or tumors of the spine
Systemic bone or joint disorders (eg, rheumatoid arthritis)
Scoliosis or kyphosis
Sciatica or chronic pain from other disease
Hemorrhagic disorders or anticoagulant therapy
Skin disease in the area of acupuncture
Abuse of drugs or pain medication
Pregnancy
Epilepsy
Patient included in any other studies

Abbreviations: CPGS, Von Korff Ghronic Pain Grade Scale; HFAQ, Hanover
Functional Ability Questionnaire.

Eligibility Criteria
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And 45% Had Advanced Training (Mean, 376 Hours). The Study Physicians Had Practiced Acupuncture For
2 To 36 Years (Median, 8.0 Years). All Took Part In A 1-Day Training Session With emphasis On Acupuncture
Methods And Study Design. Each Patient In The Study Practices Was Seen By The Same Physician-

Acupuncturist At Each Session. Independent Telephone Interviewers Assessed Outcome Measures.

The Study Was Conducted In Accord With International Conference On Harmonization [Of Technical
Requirements For The Registration Of Pharmaceuticals For Human Use]-Good Clinical Practice (Ich/Gcp)
Criteria, Including Independent Regular Monitoring And Establishment Of An Independent Data Safety
Monitoring Committee. All Study Participants Provided Written Informed Consent And The Study Was
Approved By Local Ethics Committees.

Interventions

Patients Were Randomized To Receive Verum Acupuncture, Sham Acupuncture, Or Guideline-Based
Conventional Therapy. All Interventions Comprised Ten 30-Minute Sessions, Generally 2 Sessions Per
Week, And 5 Additional Sessions If, After The Tenth Session (Figure 2), Patients Experienced A 10% To
50% Reduction In Pain Intensity (Von Korff Chronic Pain Grade Scale).6 Interviewers And Patients Were
Blinded To This Criterion. In All Telephone Interviews, Patients Were Asked Specifically About Use Of
Medication And Physical Therapy.

] View Large J, Download

Figure 2.
lﬁStudy Design For German Acupuncture Trial For Chronic Lower Back Pain. Adapted From Endres Et AL

Study Design For German Acupuncture Trial For Chronic Lower Back Pain. Adapted From Endres Et Al.°

The Sterile, Disposable Needles (Asiamed, Pullach Near Munich, Germany) Used For Verum And Sham
Acupuncture Were Identical And Were Either 0.25 x 40 Mm Or 0.35 x 50 Mm. Only Body Needle
Acupuncture, Without Electrical Stimulation Or Moxibustion, Was Allowed. Verum Acupuncture Consisted
Of Needling Fixed Points And Additional Points (From A Prescribed List) Chosen Individually On The Basis
Of Traditional Chinese Medicine Diagnosis, Including Tongue Diagnosis. Fourteen To 20 Needles Were
Inserted To A Depth Of 5 To 40 Mm Depending On Location. Induction Of De Qi (The Sensation Felt When
An Acupuncturist Reaches The Level Of Qi [Numb Radiating Sensation Indicative Of Effective Needling] In
The Body) Was Elicited By Manual Stimulation. Sham Acupuncture On Either Side Of The Lateral Part Of
The Back And On The Lower Limbs Was Also Standardized, Avoiding All Known Verum Points Or Meridians.
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The Methods Of Acupuncture And Chinese Diagnosis Were Established On The Basis Of The International
Literature And A Consensus Process With International Experts. The Exact Method Of Acupuncture Has
Been Published.®10 For Acute Episodes Of Pain, Only Rescue Medication Was Permitted In Both
Acupuncture Groups. This Was Strictly Defined As Nonsteroidal Anti-Inflammatory Drugs To Be Taken On
No More Than 2 Days Per Week Up To The Maximum Daily Dose During The Therapy Period And Only 1 Day
Per Week During Follow-Up. Use Of Any Additional Therapies For Pain During The Entire Study Period Was
Prohibited

Patients In The Conventional Therapy Group Received A Multimodal Treatment Program According To
German Guidelines."! The Guidelines Provide The Treating Physician With Recommendations About The
Treatment Algorithm And Assess The Various Therapy Forms According To The Degree Of Evidence Based
On A Literature Search And Recommendations Of The Specialist Associations. Conventional Therapy
Included 10 Sessions With Personal Contact With A Physician Or Physiotherapist Who Administered
Physiotherapy, Exercise, And Such.

Physiotherapies Were Supported By Nonsteroidal Anti-Inflammatory Drugs Or Pain Medication Up To The
Maximum Daily Dose During The Therapy Period. Rescue Medication Was Identical To That For The
Acupuncture Groups.

During Acupuncture Treatment, Communication With The Patient Was Limited To Necessary Explanations
To Avoid Unblinding The Patient By Suggestive Remarks. Patients In All 3 Groups Were Informed Before
Randomization That Acupuncture Would Be Offered After Completion Of The Trial.

Outcome Measures

Telephone Interviews By Trained Employees Of The Study Center Were Conducted At Baseline And At 175,
3, And 6 Months. Our Primary Outcome Was Treatment Response 6 Months After Randomization, Defined
As 33% Improvement Or Better On 3 Pain-Related Items On The Von Korff Chronic Pain Grade Scale’ Or
12% Improvement Or Better On Back-Specific Functional Status Measured By The Hanover Functional
Ability Questionnaire.8 Patients Who Had Recourse To Additional Treatments Other Than Rescue
Medication Were Classified As Nonresponders, As Were Unblinded Patients.

Secondary Outcomes Were Responder Rate At 12 And 3 Months After Randomization, Scores On The 12-
Item Short Form Health Survey,'? And Patient Global Assessment Of Therapy Effectiveness On A Scale Of 1
(Very Good) To 6 (Fail).'? Physicians Documented Medication Use, Acupuncture Treatment, And Adverse
Events At Each Session And At The Final Examination After 6 Months. Patient Blinding Was Assessed At
The 6-Month Interview By Asking Whether Their Physician Had Informed Them Of Their Allocation And, If
Not. Rv Askina The Methad Of Actintinctiire And How Certain Thev Were Of Their Resnonse. % All Interview
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Randomization And Blinding

The 1:1:1 Randomization Was Performed Dynamically By A Computer Program Balancing For 2 Levels Of
Chronification (<2 Or =2 Years), 2 Levels Of Fear Avoidance Belief' (<4 Or =4 Average Total Points), 2
Levels Of Activity (<60 Or 260 Minutes), Patient Expectations,16 And Trial Center. The Previous Allocation
Scheme And A Prespecified List Of Random Numbers Were Used. After Successful Completion Of The
Baseline Interview And Once The Patient Had Come For The First Treatment, The Physician Called A
Randomization Hotline That Registered The Patient In The Study And Faxed The Patient'S Assigned
Treatment Group To The Physician.

Patients Were Blinded To The Type Of Acupuncture. They Were Told They Would Be Treated With A
Traditional Chinese Form Of Acupuncture (Verum), With A Form Of Acupuncture Developed Especially For
This Study (Sham), Or With Conventional Therapy. Investigators Could Not Be Blinded To The Method Of

Acupuncture, But The Interviewers Were.

Statistical Analysis

The Primary Analysis Included All Randomized Patients On The Intent-To-Treat Basis. Patients In All Groups
Who Missed The 6-Month-Assessment Were, Therefore, Classified As Nonresponders. Response Rates
Were Tested For Differences Using The 2-Sided Fisher Exact Test. The Multiple Testing Problem Caused By
The Comparison Of 3 Treatment Methods Was Handled By A Closed Test Procedure To Guarantee The Type
| Error Level Of 5% For All Pairwise Comparisons. Two Tests Comparing Verum Acupuncture With The 2
Control Groups At A Level Of 2.5% Each Were Performed As A First Step.® If This Global Test Ruled Out
The Null Hypothesis Of No Difference Among The 3 Treatments, Then All 3 Pairwise Comparisons Were
Performed At A Level Of 5%. The Study Was Powered To Detect A Change Of 10% In Response Rates
(Verum Acupuncture, 60%; Conventional Therapy, 50%; And Sham Acupuncture, 40%), With 95% Power
For The Global Test. Assuming A 30% Dropout Rate, This Led To A Required Sample Size Of 354 Patients
Per Group. Exploratory Analyses Were Performed For All Secondary End Points. Sensitivity Analyses
Included Comparisons With Grouping By Treatment, Dropping Patients Who Missed The 6-Month
Assessment, And Best And Worst Imputation Of Missing Data At 6-Month Assessment In All Pairwise
Comparisons.

Results

Participants

Overall, 1802 Patients With Low Back Pain Were Screened, And 1162 Were Randomized Between March 7,
2002 (First Randomization), And December 12, 2004 (Last Randomization) (Figure 1). The Primary Reason
For Nonrandomization Was Insufficient Severity Of Disability As Measured With The Hanover Functional
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Group Missed The 6-Month Telephone Assessment And Were, Thus, Classified As Nonresponders. They
Were Not Included In A Secondary Sensitivity Analysis, Thereby Statistically Favoring The Conventional
Therapy. This Reduced The Therapy Effect In The Response Rates Between Acupuncture And Conventional
Therapy By Less Than 1%. Overall, The Primary Results Remain Stable. Balanced Randomization Ensured
That There Were No Relevant Differences Between The 3 Treatment Groups Insofar As The 5 Potentially
Prognostic Factors (Table 2).

C7] View Large |, Download
Table 2.

l#2Baseline Characteristics In 1162 Patients Randomized And 640 Patients Screened-OnlyA

Baseline Characteristics In 1162 Patients Randomized And 640 Patients Screened-Only?

Treatments And Blinding

A Total Of 13 475 Treatment Sessions Were Conducted (Verum Acupuncture, 4821 [Mean, 12.5 Per Patient];
Sham Acupuncture, 4590 [Mean, 11.9 Per Patient]; Conventional Therapy, 4064 [Mean, 10.5 Per Patient]).
Mean + Sd Treatment Time Per Session Was 30.5 + 2.5 Minutes In All Groups. The Number Of Patients Who
Received The 5 Additional Sessions Was 232 (59.9%) In The Verum Group, 209 (54.3%) In The Sham Group,
And 192 (52.5%) In The Conventional Group. The Therapies Given In The Conventional Group Were
Physiotherapy (N = 197; Mean, 11.7 Sessions Per Patient), Massage (N = 180; Mean, 9.5 Sessions Per
Patient), Heat Therapy (N = 157; Mean, 9.7 Sessions Per Patient), Electrotherapy (N = 65; Mean, 8.8
Sessions Per Patient), Back School (le, A Practical Education In The Management Of Back Pain) (N = 36;
Mean, 8.1 Sessions Per Patient), Injections (N = 48; Mean, 5.6 Per Patient), And Guidance (N = 56; Mean,
4.2 Sessions Per Patient). In A Few Patients, Therapies Included Infusions, Yoga, Hydrojet Treatment, And
Swimming. Pharmacologic Treatment In The Conventional Therapy Group Consisted Of Analgesics In 95%
Of Patients (N = 183; Mean, 16.2 Per Patient). At The End Of The Study, Patients Rated The Credibility Of
Both Acupuncture Forms Positively. Blinding Seems To Have Been Maintained: Most Patients Did Not
Correctly Identify Or Did Not Know Which Form They Had Received (Table 3). Primary Outcome At 6
Months Could Be Assessed In 96.1% (1117 Patients [377 Received Verum; 376 Sham, And 364 Standard
Treatment]) Of All Randomized Patients.
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Table 3.
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Assessment Of Patient Blinding At End Of Study”

Clinical Outcomes

Table 4 Gives The Response Rates And Between-Group Differences At 6 Months. Almost Half Of Patients In
The Acupuncture Groups But Only One-Fourth Of Patients In The Conventional Therapy Group Benefited.
Because The P Value Of The Comparison Of Verum Acupuncture And Conventional Therapy Is <2.5% And
The P Value Of The Comparison Of Sham Acupuncture And Conventional Therapy Is <5.0%, Both
Differences Are Statistically Significant According To The Closed Testing Procedure.

7] View Large |, Download

Table 4.

l’jPrimary Outcome: Pairwise Comparison Of Treatment Response 6 Months After RandomizationA

Primary Outcome: Pairwise Comparison Of Treatment Response 6 Months After Randomization®

Verum Acupuncture Was Not Superior To Sham Acupuncture, With An Observed Difference Of 3.4%

(P = .39). Before Application Of The Nonresponder Criterion, Success Rates Were About 30% Greater; That
Is, In Any Group, About 25% Of Patients Were Classified As Nonresponders Because They Had Recourse To

Additional Therapies (Table 5). Patients In Both Acupuncture Groups Also Had Clinically Meaningful Better
Results For All Secondary Outcome Measures, Including Medication Use (Table 6). No Center Effects Were

Found.
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Table 5.

le-Treatment Response After 6 MonthsA

Treatment Response After 6 Months”
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Results For Secondary End Points In 3 Therapy Groups

Adverse Events

During The 6 Months After Randomization, 40 Serious Adverse Events Were Documented, 12 Each In The
Verum And Sham Acupuncture Groups And 16 In The Conventional Therapy Group. All Were Deemed
Unrelated To The Intervention. The Number Of Serious Adverse Events Corresponds To The Statistically
Expected Frequency.’ In Addition, 476 Clinically Relevant Adverse Effects Were Reported By 257 Patients
(22.6%), With No Significant Difference Between Therapy Groups (P = .81).

Comment

To Our Knowledge, The Present Study Is The Largest And Most Rigorous Trial To Investigate The Efficacy Of
Verum Acupuncture For Chronic Low-Back Pain Compared With Sham Acupuncture And Guideline-Based
Conventional Therapy. The Study Yielded Several Surprising Results. First, Almost Half Of The Patients In
Both Acupuncture Groups Were Responders. They Experienced Clinically Relevant Improvement In Pain
Intensity Or Back-Specific Disability Without Having Recourse To Concomitant Therapies. Second, Only
One-Fourth Of The Patients Receiving Conventional Therapy, Consisting Of A Multimodal Combination Of
Pharmacologic And Nonpharmacologic Treatments, Responded To Treatment. Acupuncture, Regardless Of
The Technique, Was Significantly More Effective Than Conventional Therapy At All Follow-Up Points. To
Our Knowledge, This Is The First Time Superiority Of Acupuncture Over Conventional Treatment Has Been
Unequivocally Demonstrated For The Primary And Secondary Outcomes, Including Medication Reduction,
In Contrast To Studies With A Usual-Care Group.>'® Third, There Was Essentially No Difference Between

The Results For Verum And Sham Acupuncture.

What Conclusions Can Be Drawn From These Findings? First, The Unexpected Finding Of Similar
Effectiveness Of Sham And Verum Acupuncture Forces Us To Question The Underlying Action Mechanism
Of Acupuncture And To Ask Whether The emphasis Placed On Learning The Traditional Chinese
Acupuncture Points May Be Superfluous. Second, While All Randomized Trials And Meta-Analyses To Date
Have Failed To Show A Clear Advantage Of Acupuncture Over Conventional Therapy For Chronic Low Back

Pain, Our Findings Demonstrate Significant Superiority.

A Recently Published Meta-Analysis Of Acupuncture For Low Back Pain'® Concluded That “Current
Preliminary Data Suggest That Acupuncture May Be More Effective Than Ineffective Controls For Providing
Short-Term Relief Of Chronic Low-Back Pain."20(P692) | Contrast, We Show Superiority Over An Active
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The Comparison Of Sham Vs Verum Acupuncture Was Intended To Differentiate The Physiologic (Specific)
From The Psychologic (Nonspecific) Effects Of Acupuncture. Among The Nonspecific Effects For Both
Forms Of Acupuncture Are Positive Patient Expectations About Acupuncture Paired With Negative
Expectations About Conventional Medicine, More Intensive Physician Contact, And The Experience Of An
Invasive Technique (Needling). Given That The 2 Forms Of Acupuncture Are Indistinguishable To The
Patient, Any Differences In Outcomes Between The 2 Forms Must Be Attributable To Specific Treatment
Effects. However, The 2 Forms Did Not Differ Insofar As The Primary Outcome. This Cannot Be Explained
Solely By Positing The Existence Of Additional, Previously Unknown Acupuncture Points Or Regions
Because In The Sham Acupuncture, Needles Were Inserted Only Very Shallowly And Without Elicitation Of
De Qi. Several Other Hypotheses Must Be Considered Instead: (1) There Are No Specific Acupuncture
Effects At All; (2) The Specific Acupuncture Effect Is Very Small And Is Overlaid By Nonspecific Effects; And
(3) There Exist Specific Acupuncture Effects, The Nature Of Which Is Still Unknown, That Lead To Symptom
Improvement Independent Of Point Selection And Depth Of Needling.

The Results For Conventional Therapy Were Significantly Poorer Than Those In The 2 Acupuncture Groups.
This Raises Questions About Qualitative And Quantitative Aspects Of Conventional Therapy. The Number
And Duration Of Patient-Therapist Contacts Were Designed To Be As Similar As Possible To Those In The
Acupuncture Groups. A Comparison Of The Conventional Therapy As Delivered In Our Study With Several
Studies Of Routine Care In Germany (Eg, Chenot Et Al22) Shows That The Treatment In This Study Was
Superior In Both Quality And Quantity. We, Therefore, Assume An Efficient Level Of Care For The
Conventional Therapy Arm.

To Minimize Potential Nocebo Effects, Participants Had The Opportunity To Receive 10 Acupuncture
Sessions After The Completion Of The Study Regardless Of Their Assigned Group. Furthermore, Every
Patient Had The Alternative Of Participating In A Cohort Study Designed To Examine The Adverse Effects
Of Acupuncture Therapy.17 The Advantage Of This Was That Patients With Positive Expectations Of
Acupuncture And Negative Expectations Of Conventional Therapy Could Be Excluded At The Outset.

The Superiority Of Both Forms Of Acupuncture Suggests A Common Underlying Mechanism That May Act
On Pain Generation, Transmission Of Pain Signals, Or Processing Of Pain Signals By The Central Nervous
System And That Is Stronger Than The Action Mechanism Of Conventional Therapy. The Underlying
Mechanism May Be A Kind Of Superplacebo Effect Produced By Placebo And All Nonspecific Factors
Working Together. Nevertheless, The Effectiveness Of Acupuncture Cannot Be Attributed Merely To A
Placebo Effect Because There Is No Reason To Believe That The Action Mechanism Of Conventional
Therapy Is The Result Solely Of The Placebo Effect. Nor Can The Conditions Of A Randomized Trial Be
Responsible For The Unexpected Success Because The Same Success Rates After 3 And 6 Months Were
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The Strengths Of Our Study Include An Active Multimodal Conventional Therapy Control Group, High-
Power, Regular Monitoring, Assessment Of Blinding Maintenance, Structured Telephone Interviews, A
Clinically Relevant Primary Outcome, And A Low Dropout Rate. Potential Limitations Of The Study Were
Restricting Acupuncture To Needling Only, Restricting The Number Of Sessions To 10 To 15, And Inability
To Blind Acupuncturists To The Form Of Acupuncture. However, We Believe That Nonblinding Of
Acupuncturists Did Not Lead To Major Bias Because Patient Blinding To Type Of Acupuncture Was
Maintained Even For 6 Months.

Acupuncture Constitutes A Strong Therapy Alternative To Multimodal Conventional Therapy. Acupuncture
Gives Physicians A Promising And Effective Treatment Option For Chronic Low Back Pain, With Few Adverse
Effects Or Contraindications. The Improvements In All Primary And Secondary Outcome Measures Were
Significant And Lasted Long After Completion Of Treatment. Because They Directly Compared Acupuncture
And Conventional Therapy, The Gerac Trials Were The Decisive Trials On Which The German Federal Joint
Committee Of Physicians And Health Insurance Plans, A Body Similar To The National Institute For Health
And Clinical Excellence In The United Kingdom Or The National Institutes Of Health In The United States,
Based Its Decision To Make Acupuncture For Chronic Low Back Pain An Insured Benefit, For The First Time
Putting Acupuncture On An Equal Footing With Conventional Therapy.

Correspondence: Heinz G. Endres, Md, Department Of Medical Informatics, Statistics And Epidemiology,
Ruhr-UniversitaT Bochum, UniversitaTsstrasse 150, D-44801 Bochum, Germany (Heinz.Endres@Ruhr-Uni-
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