
Date:

Customer Number:

Physician:

Hospital: E-Mail:

Gender:

Height in cm: Weight in kg:

Age / Date of Birth:

(e.g. Arthrosis, Tumor, Fracture, Osteoporosis, etc.)

Intended Use:
(e.g. Limb Salvage / Pain Reduction / 
Partial Function Recovery / etc.)

Preferred Fixation in the Bone:

Planned Access / Pat. Positioning:

Yes No

Yes No

Scheduled Date of Surgery: Desired Delivery:

Surgery Support Requested: Yes No

Yes (please tick if desired)

Patient ID:
(Acc. to GDPR please do not use patient´s full name)  

Additional Standard Implant(s) / 
Instrument(s):

Imaging Material
Scale:
 (e.g. Coin-Ø / Marker-Ø)

Timeline

Required Implant(s):
(Design Preferences, etc.)

 Inlay/ Cup:  Bone Model:

Coating:

X-rays:

Medical Information
Diagnosis / Descrip. of Pathology:

Required Supply

Electronic Approval
Approval with electronic signature requested?
(for electronic approval you will receive an email with a link to sign via DocuSign; DocuSign is secure and compliant, free of charge and web-based)

Request Custom-Made Prosthesis
(To be completed by the customer)

Patient Data

Country:

Customer Data
Waldemar Link GmbH & Co. KG, Germany · +49 40 5 39 95 141 · www.customlink.solutions · customlink@link-ortho.com

Infection:Allergy:Date of Last Implantation:

Affected Side(s):

CT Data:

Phone:

Resection Information:
(Length & Localisation)
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No Yes*

Yes No*

Yes No

Yes No

Yes No Not a LINK device

Request Custom-Made Prosthesis
(To be completed by the customer)

Alternative Therapy Analysis

Are you aware of any other device that is domestically available in the U.S. to treat this patient’s unique pathology or unique physical 

condition?

Alternative Products / Therapies Considered:

Why are these products / therapies unsatisfactory** for this particular case? 

(e.g. poses greater risk to patient or will result in substantial undesirable outcomes)
**Please Include sources/references to support rationale if available

Physician Signature Date

Must be completed by LinkBio Corp.
We attest that:

-The requested custom-made device is not generally available in finished form through labeling or advertising by LinkBio (importer and U.S. distributor) for commercial distribution.

Attestations are not applicable because requested device will be provided under Compassionate Use (not under custom device exemption)

LinkBio Corp. Signature Date

* not eligible for custom device exemption. If the device and condition / pathology addressed are common enough that clinical investigations would be practical, then the requested device will not meet the eligibility criteria for a

custom-made device. Please contact custom@linkbio.com to discuss potential eligibility under compassionate use provisions.

* not eligible for custom device exemption. If a legally marketed device is domestically available to treat this patient’s unique pathology or physical condition, then the requested device will not meet the eligibility criteria for a custom-

made device, and the legally marketed domestically available device should be used.

Please describe the analyses conducted to determine lack of domestic device availability:

Is the requested device sufficiently unique and the condition / pathology addressed by the custom product sufficiently rare that clinical 

investigations would be impractical?

Please provide data / published literature references to support rarity of the condition the device is intended to treat, if known, or explain 

why references are unavailable:

Prior Surgery Information

If YES, please specify the manufacturer and  component(s) that are already in the patient:

If YES, please describe the device in as much detail as possible, including the device manufacturer:

What is the cause of the planned revision?

Was the prior device a custom?

Is this a revision surgery? 

In association with this request, does the information reasonably suggest that a LINK device may have caused or contributed to the need 

for revision?     
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